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and of the effective date of the sanc-
tion. The effective date of the alter-
native sanction is at least 30 days after 
the date of the notice. 

(b) Appeal rights. Termination of 
Medicare coverage of a supplier’s 
ESRD services because the supplier no 
longer meets the conditions for cov-
erage of its services is an initial deter-
mination appealable under part 498 of 
this chapter. 

§ 488.610 Notice of appeal rights: Alter-
native sanctions. 

If CMS proposes to apply an alter-
native sanction specified in § 488.606(b), 
the following rules apply: 

(a) CMS gives the facility notice of 
the proposed alternative sanction and 
15 days in which to request a hearing. 

(b) If the facility requests a hearing, 
CMS provides an informal hearing by a 
CMS official who was not involved in 
making the appealed decision. 

(c) During the informal hearing, the 
facility— 

(1) May be represented by counsel; 
(2) Has access to the information on 

which the allegation was based; and 
(3) May present, orally or in writing, 

evidence and documentation to refute 
the finding of failure to participate in 
network activities and pursue network 
goals. 

(d) If the written decision of the in-
formal hearing supports application of 
the alternative sanction, CMS provides 
the facility and the public, at least 30 
days before the effective date of the al-
ternative sanction, a written notice 
that specifies the effective date and the 
reasons for the alternative sanction. 

PART 489—PROVIDER AGREEMENTS 
AND SUPPLIER APPROVAL 

Subpart A—General Provisions 

Sec. 
489.1 Statutory basis. 
489.2 Scope of part. 
489.3 Definitions. 
489.10 Basic requirements. 
489.11 Acceptance of a provider as a partici-

pant. 
489.12 Decision to deny an agreement. 
489.13 Effective date of agreement or ap-

proval. 
489.18 Change of ownership or leasing: Ef-

fect on provider agreement. 

Subpart B—Essentials of Provider 
Agreements 

489.20 Basic commitments. 
489.21 Specific limitations on charges. 
489.22 Special provisions applicable to pre-

payment requirements. 
489.23 Specific limitation on charges for 

services provided to certain enrollees of 
fee-for-service FEHB plans. 

489.24 Special responsibilities of Medicare 
hospitals in emergency cases. 

489.25 Special requirements concerning 
CHAMPUS and CHAMPVA programs. 

489.26 Special requirements concerning vet-
erans. 

489.27 Beneficiary notice of discharge 
rights. 

489.28 Special capitalization requirements 
for HHAs. 

489.29 Special requirements concerning 
beneficiaries served by the Indian Health 
Service, Tribal health programs, and 
urban Indian organization health pro-
grams. 

Subpart C—Allowable Charges 

489.30 Allowable charges: Deductibles and 
coinsurance. 

489.31 Allowable charges: Blood. 
489.32 Allowable charges: Noncovered and 

partially covered services. 
489.34 Allowable charges: Hospitals partici-

pating in State reimbursement control 
systems or demonstration projects. 

489.35 Notice to intermediary. 

Subpart D—Handling of Incorrect 
Collections 

489.40 Definition of incorrect collection. 
489.41 Timing and methods of handling. 
489.42 Payment of offset amounts to bene-

ficiary or other person. 

Subpart E—Termination of Agreement and 
Reinstatement After Termination 

489.52 Termination by the provider. 
489.53 Termination by CMS. 
489.54 Termination by the OIG. 
489.55 Exceptions to effective date of termi-

nation. 
489.57 Reinstatement after termination. 

Subpart F—Surety Bond Requirements for 
HHAs 

489.60 Definitions. 
489.61 Basic requirement for surety bonds. 
489.62 Requirement waived for Government- 

operated HHAs. 
489.63 Parties to the bond. 
489.64 Authorized Surety and exclusion of 

surety companies. 
489.65 Amount of the bond. 
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489.66 Additional requirements of the surety 
bond. 

489.67 Term and type of bond. 
489.68 Effect of failure to obtain, maintain, 

and timely file a surety bond. 
489.69 Evidence of compliance. 
489.70 Effect of payment by the Surety. 
489.71 Surety’s standing to appeal Medicare 

determinations. 
489.72 Effect of review reversing CMS’s de-

termination. 
489.73 Effect of conditions of payment. 
489.74 Incorporation into existing provider 

agreements. 

Subparts G–H [Reserved] 

Subpart I—Advance Directives 

489.100 Definition. 
489.102 Requirements for providers. 
489.104 Effective dates. 

AUTHORITY: Secs. 1102, 1128I and 1819, 
1820(e), 1861, 1864(m), 1866, 1869, and 1871 of 
the Social Security Act (42 U.S.C. 1302, 1351i– 
3, 1395x, 1395aa(m), 1395cc, 1395ff, and 1395hh). 

SOURCE: 45 FR 22937, Apr. 4, 1980, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 489.1 Statutory basis. 

(a) This part implements section 1866 
of the Social Security Act (the Act). 
Section 1866 of the Act specifies the 
terms of provider agreements, the 
grounds for terminating a provider 
agreement, the circumstances under 
which payment for new admissions 
may be denied, and the circumstances 
under which payment may be withheld 
for failure to make timely utilization 
review. The sections of the Act speci-
fied in paragraphs (a)(1) through (a)(4) 
of this section are also pertinent. 

(1) Section 1861 of the Act defines the 
services covered under Medicare and 
the providers that may be reimbursed 
for furnishing those services. 

(2) Section 1864 of the Act provides 
for the use of State survey agencies to 
ascertain whether certain entities 
meet the conditions of participation. 

(3) Section 1865(a)(1) of the Act pro-
vides that an entity accredited by a na-
tional accreditation body found by the 
Secretary to satisfy the Medicare con-
ditions of participation, conditions for 
coverage, or conditions of certification 
or requirements for participation shall 
be treated as meeting those require-

ments. Section 1865(a)(2) of the Act re-
quires the Secretary to consider when 
making such a finding, among other 
things, the national accreditation 
body’s accreditation requirements and 
survey procedures. 

(4) Section 1871 of the Act authorizes 
the Secretary to prescribe regulations 
for the administration of the Medicare 
program. 

(b) Although section 1866 of the Act 
speaks only to providers and provider 
agreements, the effective date rules in 
this part are made applicable also to 
the approval of suppliers that meet the 
requirements specified in § 489.13. 

(c) Section 1861(o)(7) of the Act re-
quires each HHA to provide CMS with 
a surety bond. 

[75 FR 50418, Aug. 16, 2010] 

§ 489.2 Scope of part. 

(a) Subpart A of this part sets forth 
the basic requirements for submittal 
and acceptance of a provider agree-
ment under Medicare. Subpart B of this 
part specifies the basic commitments 
and limitations that the provider must 
agree to as part of an agreement to 
provide services. Subpart C specifies 
the limitations on allowable charges to 
beneficiaries for deductibles, coinsur-
ance, copayments, blood, and services 
that must be part of the provider 
agreement. Subpart D of this part 
specifies how incorrect collections are 
to be handled. Subpart F sets forth the 
circumstances and procedures for de-
nial of payments for new admissions 
and for withholding of payment as an 
alternative to termination of a pro-
vider agreement. 

(b) The following providers are sub-
ject to the provisions of this part: 

(1) Hospitals. 
(2) Skilled nursing facilities (SNFs). 
(3) Home health agencies (HHAs). 
(4) Clinics, rehabilitation agencies, 

and public health agencies. 
(5) Comprehensive outpatient reha-

bilitation facilities (CORFs). 
(6) Hospices. 
(7) Critical access hospital (CAHs). 
(8) Community mental health centers 

(CMHCs). 
(9) Religious nonmedical health care 

institutions (RNHCIs). 
(c)(1) Clinics, rehabilitation agencies, 

and public health agencies may enter 
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into provider agreements only for fur-
nishing outpatient physical therapy, 
and speech pathology services. 

(2) CMHCs may enter into provider 
agreements only to furnish partial hos-
pitalization services. 

[45 FR 22937, Apr. 4, 1980, as amended at 47 
FR 56297, Dec. 15, 1982; 48 FR 56036, Dec. 15, 
1983; 51 FR 24492, July 3, 1986; 58 FR 30676, 
May 26, 1993; 59 FR 6578, Feb. 11, 1994; 62 FR 
46037, Aug. 29, 1997; 68 FR 66720, Nov. 28, 2003] 

§ 489.3 Definitions. 

For purposes of this part— 
Immediate jeopardy means a situation 

in which the provider’s noncompliance 
with one or more requirements of par-
ticipation has caused, or is likely to 
cause, serious injury, harm, impair-
ment, or death to a resident. 

Physician-owned hospital means any 
participating hospital (as defined in 
§ 489.24) in which a physician, or an im-
mediate family member of a physician 
(as defined in § 411.351 of this chapter), 
has an ownership or investment inter-
est in the hospital. The ownership or 
investment interest may be through 
equity, debt, or other means, and in-
cludes an interest in an entity that 
holds an ownership or investment in-
terest in the hospital. This definition 
does not include a hospital with physi-
cian ownership or investment interests 
that satisfy the requirements at 
§ 411.356(a) or (b) of this chapter. 

Provider agreement means an agree-
ment between CMS and one of the pro-
viders specified in § 489.2(b) to provide 
services to Medicare beneficiaries and 
to comply with the requirements of 
section 1866 of the Act. 

[48 FR 39837, Sept. 1, 1983, as amended at 51 
FR 24492, July 3, 1986; 54 FR 5373, Feb. 2, 1989; 
59 FR 56250, Nov. 10, 1994; 60 FR 50119, Sept. 
28, 1995; 72 FR 47412, Aug. 22, 2007; 73 FR 48757, 
Aug. 19, 2008] 

§ 489.10 Basic requirements. 

(a) Any of the providers specified in 
§ 489.2 may request participation in 
Medicare. In order to be accepted, it 
must meet the conditions of participa-
tion or requirements (for SNFs) set 
forth in this section and elsewhere in 
this chapter. The RNHCIs must meet 
the conditions for coverage, conditions 
for participation and the requirements 

set forth in this section and elsewhere 
in this chapter. 

(b) In order to participate in the 
Medicare program, the provider must 
meet the applicable civil rights re-
quirements of: 

(1) Title VI of the Civil Rights Act of 
1964, as implemented by 45 CFR part 80, 
which provides that no person in the 
United States shall, on the ground of 
race, color, or national origin, be ex-
cluded from participation in, be denied 
the benefits of, or be subject to dis-
crimination under, any program or ac-
tivity receiving Federal financial as-
sistance (section 601); 

(2) Section 504 of the Rehabilitation 
Act of 1973, as implemented by 45 CFR 
part 84, which provides that no quali-
fied handicapped person shall, on the 
basis of handicap, be excluded from 
participation in, be denied the benefits 
of, or otherwise be subject to discrimi-
nation under any program or activity 
receiving Federal financial assistance; 

(3) The Age Discrimination Act of 
1975, as implemented by 45 CFR part 90, 
which is designed to prohibit discrimi-
nation on the basis of age in programs 
or activities receiving Federal finan-
cial assistance. The Age Discrimina-
tion Act also permits federally assisted 
programs and activities, and recipients 
of Federal funds, to continue to use 
certain age distinctions, and factors 
other than age, that meet the require-
ments of the Age Discrimination Act 
and 45 CFR part 90; and 

(4) Other pertinent requirements of 
the Office of Civil Rights of HHS. 

(c) In order for a hospital, SNF, HHA, 
hospice, or RNHCI to be accepted, it 
must also meet the advance directives 
requirements specified in subpart I of 
this part. 

(d) The State survey agency will as-
certain whether the provider meets the 
conditions of participation or require-
ments (for SNFs) and make its rec-
ommendations to CMS. 

(e) In order for a home health agency 
to be accepted, it must also meet the 
surety bond requirements specified in 
subpart F of this part. 

(f) In order for a home health agency 
to be accepted as a new provider, it 
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must also meet the capitalization re-
quirements specified in subpart B of 
this part. 

[58 FR 61843, Nov. 23, 1993, as amended at 59 
FR 6578, Feb. 11, 1994; 63 FR 312, Jan. 5, 1998; 
68 FR 66720, Nov. 28, 2003] 

§ 489.11 Acceptance of a provider as a 
participant. 

(a) Action by CMS. If CMS determines 
that the provider meets the require-
ments, it will send the provider— 

(1) Written notice of that determina-
tion; and 

(2) Two copies of the provider agree-
ment. 

(b) Action by provider. If the provider 
wishes to participate, it must return 
both copies of the agreement, duly 
signed by an authorized official, to 
CMS, together with a written state-
ment indicating whether it has been 
adjudged insolvent or bankrupt in any 
State or Federal court, or whether any 
insolvency or bankruptcy actions are 
pending. 

(c) Notice of acceptance. If CMS ac-
cepts the agreement, it will return one 
copy to the provider with a written no-
tice that— 

(1) Indicates the dates on which it 
was signed by the provider’s represent-
ative and accepted by CMS; and 

(2) Specifies the effective date of the 
agreement. 

[45 FR 22937, Apr. 4, 1980, as amended at 59 
FR 56251, Nov. 10, 1994; 62 FR 43937, Aug. 18, 
1997] 

§ 489.12 Decision to deny an agree-
ment. 

(a) Bases for denial. CMS may refuse 
to enter into an agreement for any of 
the following reasons: 

(1) Principals of the prospective pro-
vider have been convicted of fraud (see 
§ 420.204 of this chapter); 

(2) The prospective provider has 
failed to disclose ownership and control 
interests in accordance with § 420.206 of 
this chapter; 

(3) The prospective provider is a phy-
sician-owned hospital as defined in 
§ 489.3 and does not have procedures in 
place for making physician ownership 
disclosures to patients in accordance 
with § 489.20(u); or 

(4) The prospective provider is unable 
to give satisfactory assurance of com-

pliance with the requirements of title 
XVIII of the Act. 

(b) [Reserved] 
(c) Compliance with civil rights require-

ments. CMS will not enter into a pro-
vider agreement if the provider fails to 
comply with civil rights requirements 
set forth in 45 CFR parts 80, 84, and 90, 
subject to the provisions of § 489.10. 

[45 FR 22937, Apr. 4, 1980, as amended at 51 
FR 34833, Sept. 30, 1986; 54 FR 4027, Jan. 27. 
1989; 59 FR 6578, Feb. 11, 1994; 59 FR 56251, 
Nov. 10, 1994; 72 FR 47413, Aug. 22, 2007] 

§ 489.13 Effective date of agreement or 
approval. 

(a) Applicability—(1) General rule. Ex-
cept as provided in paragraph (a)(2) of 
this section, this section applies to 
Medicare provider agreements with, 
and supplier approval of, entities that, 
as a basis for participation in Medicare 
are subject to a determination by CMS 
on the basis of— 

(i) A survey conducted by the State 
survey agency or CMS surveyors; or 

(ii) In lieu of such State survey agen-
cy or CMS conducted survey, accredita-
tion by an accreditation organization 
whose program has CMS approval in 
accordance with section 1865 of the Act 
at the time of the accreditation survey 
and accreditation decision. 

(2) Exceptions. (i) For an agreement 
with a community mental health cen-
ter (CMHC) or a federally qualified 
health center (FQHC), the effective 
date is the date on which CMS accepts 
a signed agreement which assures that 
the CMHC or FQHC meets all Federal 
requirements. 

(ii) A Medicare supplier approval of a 
laboratory is effective only while the 
laboratory has in effect a valid CLIA 
certificate issued under part 493 of this 
chapter, and only for the specialty and 
subspecialty tests it is authorized to 
perform. 

(b) All health and safety standards are 
met on the date of survey. The agree-
ment or approval is effective on the 
date the State agency, CMS, or the 
CMS contractor survey (including the 
Life Safety Code survey, if applicable) 
is completed, or on the effective date of 
the accreditation decision, as applica-
ble, if on that date the provider or sup-
plier meets all applicable Federal re-
quirements as set forth in this chapter. 
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(If the agreement or approval is time- 
limited, the new agreement or approval 
is effective on the day following the ex-
piration of the current agreement or 
approval.) However, the effective date 
of the agreement or approval may not 
be earlier than the latest of the dates 
on which CMS determines that each 
applicable Federal requirement is met. 
Federal requirements include, but are 
not limited to— 

(1) Enrollment requirements estab-
lished in part 424, subpart P, of this 
chapter. CMS determines, based upon 
its review and verification of the pro-
spective provider’s or supplier’s enroll-
ment application, the date on which 
enrollment requirements have been 
met; 

(2) The requirements identified in 
§§ 489.10 and 489.12; and 

(3) The applicable Medicare health 
and safety standards, such as the appli-
cable conditions of participation, the 
requirements for participation, the 
conditions for coverage, or the condi-
tions for certification. 

(c) All health and safety standards are 
not met on the date of survey. If, on the 
date the survey is completed, the pro-
vider or supplier has failed to meet any 
one of the applicable health and safety 
standards, the following rules apply for 
determining the effective date of the 
provider agreement or supplier ap-
proval, assuming that no other Federal 
requirements remain to be satisfied. 
However, if other Federal requirements 
remain to be satisfied, notwithstanding 
the provisions of paragraphs (c)(1) 
through (c)(3) of this section, the effec-
tive date of the agreement or approval 
may not be earlier than the latest of 
the dates on which CMS determines 
that each applicable Federal require-
ment is met. 

(1) For an agreement with an SNF, 
the effective date is the date on 
which— 

(i) The SNF is in substantial compli-
ance (as defined in § 488.301 of this chap-
ter) with the requirements for partici-
pation; and 

(ii) CMS or the State survey agency 
receives from the SNF, if applicable, an 
approvable waiver request. 

(2) For an agreement with, or an ap-
proval of, any other provider or sup-
plier, (except those specified in para-

graph (a)(2) of this section), the effec-
tive date is the earlier of the following: 

(i) The date on which the provider or 
supplier meets all applicable condi-
tions of participation, conditions for 
coverage, or conditions for certifi-
cation; or, if applicable, the date of a 
CMS-approved accreditation organiza-
tion program’s positive accreditation 
decision, issued after the accreditation 
organization has determined that the 
provider or supplier meets all applica-
ble conditions. 

(ii) The date on which a provider or 
supplier is found to meet all conditions 
of participation, conditions for cov-
erage, or conditions for certification, 
but has lower-level deficiencies, and— 

(A) CMS or the State survey agency 
receives an acceptable plan of correc-
tion for the lower-level deficiencies 
(the date of receipt is the effective date 
regardless of when the plan of correc-
tion is approved); or, if applicable, a 
CMS-approved accreditation organiza-
tion program issues a positive accredi-
tation decision after it receives an ac-
ceptable plan of correction for the 
lower-level deficiencies; or 

(B) CMS receives an approvable waiv-
er request (the date of receipt is the ef-
fective date regardless of when CMS 
approves the waiver request). 

(3) For an agreement with any other 
provider or an approval of any other 
supplier (except those specified in para-
graph (a)(2) of this section) that is 
found to meet all conditions of partici-
pation, conditions for coverage, or con-
ditions for certification, but has lower- 
level deficiencies and has submitted 
both an approvable plan of correction/ 
positive accreditation decision and an 
approvable waiver request, the effec-
tive date is the later of the dates that 
result when calculated in accordance 
with paragraph (c)(2)(ii)(A) or 
(c)(2)(ii)(B) of this section. 

[75 FR 50418, Aug. 16, 2010] 

§ 489.18 Change of ownership or leas-
ing: Effect on provider agreement. 

(a) What constitutes change of owner-
ship—(1) Partnership. In the case of a 
partnership, the removal, addition, or 
substitution of a partner, unless the 
partners expressly agree otherwise, as 
permitted by applicable State law, con-
stitutes change of ownership. 
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(2) Unincorporated sole proprietorship. 
Transfer of title and property to an-
other party constitutes change of own-
ership. 

(3) Corporation. The merger of the 
provider corporation into another cor-
poration, or the consolidation of two or 
more corporations, resulting in the cre-
ation of a new corporation constitutes 
change of ownership. Transfer of cor-
porate stock or the merger of another 
corporation into the provider corpora-
tion does not constitute change of own-
ership. 

(4) Leasing. The lease of all or part of 
a provider facility constitutes change 
of ownership of the leased portion. 

(b) Notice to CMS. A provider who is 
contemplating or negotiating a change 
of ownership must notify CMS. 

(c) Assignment of agreement. When 
there is a change of ownership as speci-
fied in paragraph (a) of this section, 
the existing provider agreement will 
automatically be assigned to the new 
owner. 

(d) Conditions that apply to assigned 
agreements. An assigned agreement is 
subject to all applicable statutes and 
regulations and to the terms and condi-
tions under which it was originally 
issued including, but not limited to, 
the following: 

(1) Any existing plan of correction. 
(2) Compliance with applicable health 

and safety standards. 
(3) Compliance with the ownership 

and financial interest disclosure re-
quirements of part 420, subpart C, of 
this chapter. 

(4) Compliance with civil rights re-
quirements set forth in 45 CFR Parts 
80, 84, and 90. 

(e) Effect of leasing. The provider 
agreement will be assigned to the les-
see only to the extent of the leased por-
tion of the facility. 

[45 FR 22937, Apr. 4, 1980, as amended at 59 
FR 56251, Nov. 10, 1994] 

Subpart B—Essentials of Provider 
Agreements 

§ 489.20 Basic commitments. 

The provider agrees to the following: 
(a) To limit its charges to bene-

ficiaries and to other individuals on 
their behalf, in accordance with provi-
sions of subpart C of this part. 

(b) To comply with the requirements 
of subpart D of this part for the return 
or other disposition of any amounts in-
correctly collected from a beneficiary 
or any other person in his or her be-
half. 

(c) To comply with the requirements 
of § 420.203 of this chapter when it hires 
certain former employees of inter-
mediaries. 

(d) In the case of a hospital or a CAH 
that furnishes services to Medicare 
beneficiaries, either to furnish directly 
or to make arrangements (as defined in 
§ 409.3 of this chapter) for all Medicare- 
covered services to inpatients and out-
patients of a hospital or a CAH except 
the following: 

(1) Physicians’ services that meet the 
criteria of § 415.102(a) of this chapter for 
payment on a reasonable charge basis. 

(2) Physician assistant services, as 
defined in section 1861(s)(2)(K)(i) of the 
Act, that are furnished after December 
31, 1990. 

(3) Nurse practitioner and clinical 
nurse specialist services, as defined in 
section 1861(s)(2)(K)(ii) of the Act. 

(4) Certified nurse-midwife services, 
as defined in section 1861(ff) of the Act, 
that are furnished after December 31, 
1990. 

(5) Qualified psychologist services, as 
defined in section 1861(ii) of the Act, 
that are furnished after December 31, 
1990. 

(6) Services of an anesthetist, as de-
fined in § 410.69 of this chapter. 

(e) In the case of a hospital or CAH 
that furnishes inpatient hospital serv-
ices or inpatient CAH services for 
which payment may be made under 
Medicare, to maintain an agreement 
with a QIO for that organization to re-
view the admissions, quality, appro-
priateness, and diagnostic information 
related to those inpatient services. The 
requirement of this paragraph (e) ap-
plies only if, for the area in which the 
hospital or CAH is located, there is a 
QIO that has a contract with CMS 
under part B of title XI of the Act. 

(f) To maintain a system that, during 
the admission process, identifies any 
primary payers other than Medicare, so 
that incorrect billing and Medicare 
overpayments can be prevented. 

(g) To bill other primary payers be-
fore Medicare. 
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(h) If the provider receives payment 
for the same services from Medicare 
and another payer that is primary to 
Medicare, to reimburse Medicare any 
overpaid amount within 60 days. 

(i) If the provider receives, from a 
payer that is primary to Medicare, a 
payment that is reduced because the 
provider failed to file a proper claim— 

(1) To bill Medicare for an amount no 
greater than would have been payable 
as secondary payment if the primary 
insurer’s payment had been based on a 
proper claim; and 

(2) To charge the beneficiary only: (i) 
The amount it would have been enti-
tled to charge if it had filed a proper 
claim and received payment based on 
such a claim; and 

(ii) An amount equal to any primary 
payment reduction attributable to fail-
ure to file a proper claim, but only if 
the provider can show that— 

(A) It failed to file a proper claim 
solely because the beneficiary, for any 
reason other than mental or physical 
incapacity, failed to give the provider 
the necessary information; or 

(B) The beneficiary, who was respon-
sible for filing a proper claim, failed to 
do so for any reason other than mental 
or physical incapacity. 

(j) In the State of Oregon, because of 
a court decision, and in the absence of 
a reversal on appeal or a statutory 
clarification overturning the decision, 
hospitals may bill liability insurers 
first. However, if the liability insurer 
does not pay ‘‘promptly’’, as defined in 
§ 411.50 of this chapter, the hospital 
must withdraw its claim or lien and 
bill Medicare for covered services. 

(k) In the case of home health agen-
cies that provide home health services 
to Medicare beneficiaries under sub-
part E of part 409 and subpart C f part 
410 of this chapter, to offer to furnish 
catheters, catheter supplies, ostomy 
bags, and supplies related to ostomy 
care to any individual who requires 
them as part of their furnishing of 
home health services. 

(l) In the case of a hospital as defined 
in § 489.24(b) to comply with § 489.24. 

(m) In the case of a hospital as de-
fined in § 489.24(b), to report to CMS or 
the State survey agency any time it 
has reason to believe it may have re-
ceived an individual who has been 

transferred in an unstable emergency 
medical condition from another hos-
pital in violation of the requirements 
of § 489.24(e). 

(n) In the case of inpatient hospital 
services, to participate in any health 
plan contracted for under 10 U.S.C. 1079 
or 1086 or 38 U.S.C. 613, in accordance 
with § 489.25. 

(o) In the case of inpatient hospital 
services, to admit veterans whose ad-
mission has been authorized under 38 
U.S.C. 603, in accordance with § 489.26. 

(p) To comply with § 489.27 of this 
part concerning notification of Medi-
care beneficiaries of their rights asso-
ciated with the termination of Medi-
care services. 

(q) In the case of a hospital as defined 
in § 489.24(b)— 

(1) To post conspicuously in any 
emergency department or in a place or 
places likely to be noticed by all indi-
viduals entering the emergency depart-
ment, as well as those individuals wait-
ing for examination and treatment in 
areas other than traditional emergency 
departments (that is, entrance, admit-
ting area, waiting room, treatment 
area), a sign (in a form specified by the 
Secretary) specifying rights of individ-
uals under Section 1867 of the Act with 
respect to examination and treatment 
for emergency medical conditions and 
women in labor; and 

(2) To post conspicuously (in a form 
specified by the Secretary) information 
indicating whether or not the hospital 
or rural primary care hospital partici-
pates in the Medicaid program under a 
State plan approved under title XIX. 

(r) In the case of a hospital as defined 
in § 489.24(b) (including both the trans-
ferring and receiving hospitals), to 
maintain— 

(1) Medical and other records related 
to individuals transferred to or from 
the hospital for a period of 5 years from 
the date of the transfer; 

(2) An on-call list of physicians who 
are on the hospital’s medical staff or 
who have privileges at the hospital, or 
who are on the staff or have privileges 
at another hospital participating in a 
formal community call plan, in accord-
ance with § 489.24(j)(2)(iii), available to 
provide treatment necessary after the 
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initial examination to stabilize indi-
viduals with emergency medical condi-
tions who are receiving services re-
quired under § 489.24 in accordance with 
the resources available to the hospital; 
and 

(3) A central log on each individual 
who comes to the emergency depart-
ment, as defined in § 489.24(b), seeking 
assistance and whether he or she re-
fused treatment, was refused treat-
ment, or whether he or she was trans-
ferred, admitted and treated, stabilized 
and transferred, or discharged. 

(s) In the case of an SNF, either to 
furnish directly or make arrangements 
(as defined in § 409.3 of this chapter) for 
all Medicare-covered services furnished 
to a resident (as defined in § 411.15(p)(3) 
of this chapter) of the SNF, except the 
following: 

(1) Physicians’ services that meet the 
criteria of § 415.102(a) of this chapter for 
payment on a fee schedule basis. 

(2) Services performed under a physi-
cian’s supervision by a physician as-
sistant who meets the applicable defi-
nition in section 1861(aa)(5) of the Act. 

(3) Services performed by a nurse 
practitioner or clinical nurse specialist 
who meets the applicable definition in 
section 1861(aa)(5) of the Act and is 
working in collaboration (as defined in 
section 1861(aa)(6) of the Act) with a 
physician. 

(4) Services performed by a certified 
nurse-midwife, as defined in section 
1861(gg) of the Act. 

(5) Services performed by a qualified 
psychologist, as defined in section 
1861(ii) of the Act. 

(6) Services performed by a certified 
registered nurse anesthetist, as defined 
in section 1861(bb) of the Act. 

(7) Dialysis services and supplies, as 
defined in section 1861(s)(2)(F) of the 
Act, and those ambulance services that 
are furnished in conjunction with 
them. 

(8) Erythropoietin (EPO) for dialysis 
patients, as defined in section 
1861(s)(2)(O) of the Act. 

(9) Hospice care, as defined in section 
1861(dd) of the Act. 

(10) An ambulance trip that initially 
conveys an individual to the SNF to be 
admitted as a resident, or that conveys 
an individual from the SNF in connec-
tion with one of the circumstances 

specified in § 411.15(p)(3)(i) through 
(p)(3)(iv) of this chapter as ending the 
individual’s status as an SNF resident. 

(11) The transportation costs of elec-
trocardiogram equipment (HCPCS code 
R0076), but only with respect to those 
electrocardiogram test services fur-
nished during 1998. 

(12) Services described in paragraphs 
(s)(1) through (6) of this section when 
furnished via telehealth under section 
1834(m)(4)(C)(ii)(VII) of the Act. 

(13) Those chemotherapy items iden-
tified, as of July 1, 1999, by HCPCS 
codes J9000–J9020; J9040–J9151; J9170– 
J9185; J9200–J9201; J9206–J9208; J9211; 
J9230–J9245; and J9265–J9600; and, as of 
January 1, 2004, by HCPCS codes A9522, 
A9523, A9533, and A9534. 

(14) Those chemotherapy administra-
tion services identified, as of July 1, 
1999, by HCPCS codes 36260–36262; 36489; 
36530–36535; 36640; 36823; and 96405–96542. 

(15) Those radioisotope services iden-
tified, as of July 1, 1999, by HCPCS 
codes 79030–79440. 

(16) Those customized prosthetic de-
vices (including artificial limbs and 
their components) identified, as of July 
1, 1999, by HCPCS codes L5050–L5340; 
L5500–L5611; L5613–L5986; L5988; L6050– 
L6370; L6400–6880; L6920–L7274; and 
L7362–L7366, which are delivered for a 
resident’s use during a stay in the SNF 
and intended to be used by the resident 
after discharge from the SNF. 

(t) Hospitals that are not otherwise 
subject to the Occupational Safety and 
Health Act of 1970 (or a State occupa-
tional safety and health plan that is 
approved under section 18(b) of the Oc-
cupational Safety and Health Act) 
must comply with the bloodborne 
pathogens (BBP) standards under 29 
CFR 1910.1030. A hospital that fails to 
comply with the BBP standards may be 
subject to a civil money penalty in ac-
cordance with section 17 of the Occupa-
tional Safety and Health Act of 1970, 
including any adjustments of the civil 
money penalty amounts under the Fed-
eral Civil Penalties Inflation Adjust-
ment Act, for a violation of the BBP 
standards. A civil money penalty will 
be imposed and collected in the same 
manner as civil money penalties under 
section 1128A(a) of the Social Security 
Act. 
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(u) Except as provided in paragraph 
(v) of this section, in the case of a phy-
sician-owned hospital as defined at 
§ 489.3— 

(1) To furnish written notice to each 
patient at the beginning of the pa-
tient’s hospital stay or outpatient visit 
that the hospital is a physician-owned 
hospital, in order to assist the patient 
in making an informed decision regard-
ing his or her care, in accordance with 
§ 482.13(b)(2) of this subchapter. The no-
tice should disclose, in a manner rea-
sonably designed to be understood by 
all patients, the fact that the hospital 
meets the Federal definition of a physi-
cian-owned hospital specified in § 489.3 
and that the list of the hospital’s own-
ers or investors who are physicians or 
immediate family members (as defined 
at § 411.351 of this chapter) of physi-
cians is available upon request and 
must be provided to the patient at the 
time the request for the list is made by 
or on behalf of the patient. For pur-
poses of this paragraph (u)(1), the hos-
pital stay or outpatient visit begins 
with the provision of a package of in-
formation regarding scheduled 
preadmission testing and registration 
for a planned hospital admission for in-
patient care or an outpatient service. 

(2) To require each physician who is a 
member of the hospital’s medical staff 
to agree, as a condition of continued 
medical staff membership or admitting 
privileges, to disclose, in writing, to all 
patients the physician refers to the 
hospital any ownership or investment 
interest in the hospital that is held by 
the physician or by an immediate fam-
ily member (as defined at § 411.351 of 
this chapter) of the physician. Disclo-
sure must be required at the time the 
referral is made. 

(v) The requirements of paragraph (u) 
of this section do not apply to any phy-
sician-owned hospital that does not 
have at least one referring physician 
(as defined at § 411.351 of this chapter) 
who has an ownership or investment 
interest in the hospital or who has an 
immediate family member who has an 
ownership or investment interest in 
the hospital, provided that such hos-
pital signs an attestation statement to 
that effect and maintains such attesta-
tion in its records. 

(w)(1) In the case of a hospital as de-
fined in § 489.24(b), to furnish written 
notice to all patients at the beginning 
of their hospital stay or outpatient 
visit if a doctor of medicine or a doctor 
of osteopathy is not present in the hos-
pital 24 hours per day, 7 days per week, 
in order to assist the patients in mak-
ing informed decisions regarding their 
care, in accordance with § 482.13(b)(2) of 
this subchapter. The notice must indi-
cate how the hospital will meet the 
medical needs of any patient who de-
velops an emergency medical condi-
tion, as defined in § 489.24(b), at a time 
when there is no physician present in 
the hospital. For purposes of this para-
graph, the hospital stay or outpatient 
visit begins with the provision of a 
package of information regarding 
scheduled preadmission testing and 
registration for a planned hospital ad-
mission for inpatient care or out-
patient service. 

(2) Before admitting a patient or pro-
viding an outpatient service, the hos-
pital must receive a signed acknowl-
edgment from the patient stating that 
the patient understands that a physi-
cian may not be present during all 
hours services are furnished to the pa-
tient. 

(x) To comply with § 488.30 of this 
chapter, to pay revisit user fees when 
and if assessed. 

[45 FR 22937, Apr. 4, 1980] 

EDITORIAL NOTE: For FEDERAL REGISTER ci-
tations affecting § 489.20, see the List of CFR 
Sections Affected, which appears in the 
Finding Aids section of the printed volume 
and at www.fdsys.gov. 

EFFECTIVE DATE NOTE: At 59 FR 32120, June 
22, 1994, in § 489.20, paragraphs (l) through (r) 
were added. Paragraphs (m), (r)(2) and (r)(3) 
contain information collection and record-
keeping requirements and will not become 
effective until approval has been given by 
the Office of Management and Budget. 

§ 489.21 Specific limitations on 
charges. 

Except as specified in subpart C of 
this part, the provider agrees not to 
charge a beneficiary for any of the fol-
lowing: 

(a) Services for which the beneficiary 
is entitled to have payment made 
under Medicare. 
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(b) Services for which the beneficiary 
would be entitled to have payment 
made if the provider— 

(1) Had in its files the required cer-
tification and recertification by a phy-
sician relating to the services fur-
nished to the beneficiary; 

(2) Had furnished the information re-
quired by the intermediary in order to 
determine the amount due the provider 
on behalf of the individual for the pe-
riod with respect to which payment is 
to be made or any prior period; 

(3) Had complied with the provisions 
requiring timely utilization review of 
long stay cases so that a limitation on 
days of service has not been imposed 
under section 1866(d) of the Act (see 
subpart K of part 405 and part 482 of 
this chapter for utilization review re-
quirements); and 

(4) Had obtained, from the bene-
ficiary or a person acting on his or her 
behalf, a written request for payment 
to be made to the provider, and had 
properly filed that request. (If the ben-
eficiary or person on his or her behalf 
refuses to execute a written request, 
the provider may charge the bene-
ficiary for all services furnished to him 
or her.) 

(c) Inpatient hospital services fur-
nished to a beneficiary who exhausted 
his or her Part A benefits, if CMS reim-
burses the provider for those services. 

(d) Custodial care and services not 
reasonable and necessary for the diag-
nosis or treatment of illness or injury, 
if— 

(1) The beneficiary was without fault 
in incurring the expenses; and 

(2) The determination that payment 
was incorrect was not made until after 
the third year following the year in 
which the payment notice was sent to 
the beneficiary. 

(e) Inpatient hospital services for 
which a beneficiary would be entitled 
to have payment made under Part A of 
Medicare but for a denial or reduction 
in payments under regulations at 
§ 412.48 of this chapter or under section 
1886(f) of the Act. 

(f) Items and services furnished to a 
hospital inpatient (other than physi-
cians’ services as described in 
§ 415.102(a) of this chapter or the serv-
ices of an anesthetist as described in 
§ 405.553(b)(4) of this chapter) for which 

Medicare payment would be made if 
furnished by the hospital or by other 
providers or suppliers under arrange-
ments made with them by the hospital. 
For this purpose, a charge by another 
provider or supplier for such an item or 
service is treated as a charge by the 
hospital for the item or service, and is 
also prohibited. 

(g) [Reserved] 

(h) Items and services (other than 
those described in §§ 489.20(s)(1) through 
(15)) required to be furnished under 
§ 489.20(s) to a resident of an SNF (de-
fined in § 411.15(p) of this chapter), for 
which Medicare payment would be 
made if furnished by the SNF or by 
other providers or suppliers under ar-
rangements made with them by the 
SNF. For this purpose, a charge by an-
other provider or supplier for such an 
item or service is treated as a charge 
by the SNF for the item or service, and 
is also prohibited. 

[49 FR 324, Jan. 3, 1984, as amended at 51 FR 
22052, June 17, 1986; 52 FR 27765, July 23, 1987; 
60 FR 63189, Dec. 8, 1995; 64 FR 41683, July 30, 
1999; 65 FR 46796, July 31, 2000; 65 FR 62646, 
Oct. 19, 2000; 66 FR 39601, July 31, 2001] 

§ 489.22 Special provisions applicable 
to prepayment requirements. 

(a) A provider may not require an in-
dividual entitled to hospital insurance 
benefits to prepay in part or in whole 
for inpatient services as a condition of 
admittance as an inpatient, except 
where it is clear upon admission that 
payment under Medicare, Part A can-
not be made. 

(b) A provider may not deny covered 
inpatient services to an individual en-
titled to have payment made for those 
services on the ground of inability or 
failure to pay a requested amount at or 
before admission. 

(c) A provider may not evict, or 
threaten to evict, an individual for in-
ability to pay a deductible or a coin-
surance amount required under Medi-
care. 

(d) A provider may not charge an in-
dividual for (1) its agreement to admit 
or readmit the individual on some 
specified future date for covered inpa-
tient services; or (2) for failure to re-
main an inpatient for any agreed-upon 
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length of time or for failure to give ad-
vance notice of departure from the pro-
vider’s facilities. 

[45 FR 22937, Apr. 4, 1980, as amended at 68 
FR 46072, Aug. 4, 2003] 

§ 489.23 Specific limitation on charges 
for services provided to certain en-
rollees of fee-for-service FEHB 
plans. 

A provider that furnishes inpatient 
hospital services to a retired Federal 
worker age 65 or older who is enrolled 
in a fee-for-service FEHB plan and who 
is not covered under Medicare Part A, 
must accept, as payment in full, an 
amount that approximates as closely 
as possible the Medicare inpatient hos-
pital prospective payment system 
(PPS) rate established under part 412. 
The payment to the provider is com-
posed of a payment from the FEHB 
plan and a payment from the enrollee. 
This combined payment approximates 
the Medicare PPS rate. The payment 
from the FEHB plan approximates, as 
closely as possible, the Medicare PPS 
rate minus any applicable enrollee de-
ductible, coinsurance, or copayment 
amount. The payment from the en-
rollee is equal to the applicable deduct-
ible, coinsurance, or copayment 
amount. 

[62 FR 56111, Oct. 29, 1997] 

§ 489.24 Special responsibilities of 
Medicare hospitals in emergency 
cases. 

(a) Applicability of provisions of this 
section. (1) In the case of a hospital that 
has an emergency department, if an in-
dividual (whether or not eligible for 
Medicare benefits and regardless of 
ability to pay) ‘‘comes to the emer-
gency department’’, as defined in para-
graph (b) of this section, the hospital 
must— 

(i) Provide an appropriate medical 
screening examination within the capa-
bility of the hospital’s emergency de-
partment, including ancillary services 
routinely available to the emergency 
department, to determine whether or 
not an emergency medical condition 
exists. The examination must be con-
ducted by an individual(s) who is deter-
mined qualified by hospital bylaws or 
rules and regulations and who meets 
the requirements of § 482.55 of this 

chapter concerning emergency services 
personnel and direction; and 

(ii) If an emergency medical condi-
tion is determined to exist, provide any 
necessary stabilizing treatment, as de-
fined in paragraph (d) of this section, 
or an appropriate transfer as defined in 
paragraph (e) of this section. If the hos-
pital admits the individual as an inpa-
tient for further treatment, the hos-
pital’s obligation under this section 
ends, as specified in paragraph (d)(2) of 
this section. 

(2)(i) When a waiver has been issued 
in accordance with section 1135 of the 
Act that includes a waiver under sec-
tion 1135(b)(3) of the Act, sanctions 
under this section for an inappropriate 
transfer or for the direction or reloca-
tion of an individual to receive medical 
screening at an alternate location do 
not apply to a hospital with a dedi-
cated emergency department if the fol-
lowing conditions are met: 

(A) The transfer is necessitated by 
the circumstances of the declared 
emergency in the emergency area dur-
ing the emergency period. 

(B) The direction or relocation of an 
individual to receive medical screening 
at an alternate location is pursuant to 
an appropriate State emergency pre-
paredness plan or, in the case of a pub-
lic health emergency that involves a 
pandemic infectious disease, pursuant 
to a State pandemic preparedness plan. 

(C) The hospital does not discrimi-
nate on the basis of an individual’s 
source of payment or ability to pay. 

(D) The hospital is located in an 
emergency area during an emergency 
period, as those terms are defined in 
section 1135(g)(1) of the Act. 

(E) There has been a determination 
that a waiver of sanctions is necessary. 

(ii) A waiver of these sanctions is 
limited to a 72-hour period beginning 
upon the implementation of a hospital 
disaster protocol, except that, if a pub-
lic health emergency involves a pan-
demic infectious disease (such as pan-
demic influenza), the waiver will con-
tinue in effect until the termination of 
the applicable declaration of a public 
health emergency, as provided under 
section 1135(e)(1)(B) of the Act. 

(b) Definitions. As used in this sub-
part— 
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Capacity means the ability of the hos-
pital to accommodate the individual 
requesting examination or treatment 
of the transferred individual. Capacity 
encompasses such things as numbers 
and availability of qualified staff, beds 
and equipment and the hospital’s past 
practices of accommodating additional 
patients in excess of its occupancy lim-
its. 

Comes to the emergency department 
means, with respect to an individual 
who is not a patient (as defined in this 
section), the individual— 

(1) Has presented at a hospital’s dedi-
cated emergency department, as de-
fined in this section, and requests ex-
amination or treatment for a medical 
condition, or has such a request made 
on his or her behalf. In the absence of 
such a request by or on behalf of the 
individual, a request on behalf of the 
individual will be considered to exist if 
a prudent layperson observer would be-
lieve, based on the individual’s appear-
ance or behavior, that the individual 
needs examination or treatment for a 
medical condition; 

(2) Has presented on hospital prop-
erty, as defined in this section, other 
than the dedicated emergency depart-
ment, and requests examination or 
treatment for what may be an emer-
gency medical condition, or has such a 
request made on his or her behalf. In 
the absence of such a request by or on 
behalf of the individual, a request on 
behalf of the individual will be consid-
ered to exist if a prudent layperson ob-
server would believe, based on the indi-
vidual’s appearance or behavior, that 
the individual needs emergency exam-
ination or treatment; 

(3) Is in a ground or air ambulance 
owned and operated by the hospital for 
purposes of examination and treatment 
for a medical condition at a hospital’s 
dedicated emergency department, even 
if the ambulance is not on hospital 
grounds. However, an individual in an 
ambulance owned and operated by the 
hospital is not considered to have 
‘‘come to the hospital’s emergency de-
partment’’ if— 

(i) The ambulance is operated under 
communitywide emergency medical 
service (EMS) protocols that direct it 
to transport the individual to a hos-
pital other than the hospital that owns 

the ambulance; for example, to the 
closest appropriate facility. In this 
case, the individual is considered to 
have come to the emergency depart-
ment of the hospital to which the indi-
vidual is transported, at the time the 
individual is brought onto hospital 
property; 

(ii) The ambulance is operated at the 
direction of a physician who is not em-
ployed or otherwise affiliated with the 
hospital that owns the ambulance; or 

(4) Is in a ground or air nonhospital- 
owned ambulance on hospital property 
for presentation for examination and 
treatment for a medical condition at a 
hospital’s dedicated emergency depart-
ment. However, an individual in a non-
hospital-owned ambulance off hospital 
property is not considered to have 
come to the hospital’s emergency de-
partment, even if a member of the am-
bulance staff contacts the hospital by 
telephone or telemetry communica-
tions and informs the hospital that 
they want to transport the individual 
to the hospital for examination and 
treatment. The hospital may direct the 
ambulance to another facility if it is in 
‘‘diversionary status,’’ that is, it does 
not have the staff or facilities to ac-
cept any additional emergency pa-
tients. If, however, the ambulance staff 
disregards the hospital’s diversion in-
structions and transports the indi-
vidual onto hospital property, the indi-
vidual is considered to have come to 
the emergency department. 

Dedicated emergency department means 
any department or facility of the hos-
pital, regardless of whether it is lo-
cated on or off the main hospital cam-
pus, that meets at least one of the fol-
lowing requirements: 

(1) It is licensed by the State in 
which it is located under applicable 
State law as an emergency room or 
emergency department; 

(2) It is held out to the public (by 
name, posted signs, advertising, or 
other means) as a place that provides 
care for emergency medical conditions 
on an urgent basis without requiring a 
previously scheduled appointment; or 

(3) During the calendar year imme-
diately preceding the calendar year in 
which a determination under this sec-
tion is being made, based on a rep-
resentative sample of patient visits 
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that occurred during that calendar 
year, it provides at least one-third of 
all of its outpatient visits for the treat-
ment of emergency medical conditions 
on an urgent basis without requiring a 
previously scheduled appointment. 

Emergency medical condition means— 
(1) A medical condition manifesting 

itself by acute symptoms of sufficient 
severity (including severe pain, psy-
chiatric disturbances and/or symptoms 
of substance abuse) such that the ab-
sence of immediate medical attention 
could reasonably be expected to result 
in— 

(i) Placing the health of the indi-
vidual (or, with respect to a pregnant 
woman, the health of the woman or her 
unborn child) in serious jeopardy; 

(ii) Serious impairment to bodily 
functions; or 

(iii) Serious dysfunction of any bod-
ily organ or part; or 

(2) With respect to a pregnant woman 
who is having contractions— 

(i) That there is inadequate time to 
effect a safe transfer to another hos-
pital before delivery; or 

(ii) That transfer may pose a threat 
to the health or safety of the woman or 
the unborn child. 

Hospital includes a critical access 
hospital as defined in section 
1861(mm)(1) of the Act. 

Hospital property means the entire 
main hospital campus as defined in 
§ 413.65(b) of this chapter, including the 
parking lot, sidewalk, and driveway, 
but excluding other areas or structures 
of the hospital’s main building that are 
not part of the hospital, such as physi-
cian offices, rural health centers, 
skilled nursing facilities, or other enti-
ties that participate separately under 
Medicare, or restaurants, shops, or 
other nonmedical facilities. 

Hospital with an emergency department 
means a hospital with a dedicated 
emergency department as defined in 
this paragraph (b). 

Inpatient means an individual who is 
admitted to a hospital for bed occu-
pancy for purposes of receiving inpa-
tient hospital services as described in 
§ 409.10(a) of this chapter with the ex-
pectation that he or she will remain at 
least overnight and occupy a bed even 
though the situation later develops 
that the individual can be discharged 

or transferred to another hospital and 
does not actually use a hospital bed 
overnight. 

Labor means the process of childbirth 
beginning with the latent or early 
phase of labor and continuing through 
the delivery of the placenta. A woman 
experiencing contractions is in true 
labor unless a physician, certified 
nurse-midwife, or other qualified med-
ical person acting within his or her 
scope of practice as defined in hospital 
medical staff bylaws and State law, 
certifies that, after a reasonable time 
of observation, the woman is in false 
labor. 

Participating hospital means (1) a hos-
pital or (2) a critical access hospital as 
defined in section 1861(mm)(1) of the 
Act that has entered into a Medicare 
provider agreement under section 1866 
of the Act. 

Patient means— 

(1) An individual who has begun to 
receive outpatient services as part of 
an encounter, as defined in § 410.2 of 
this chapter, other than an encounter 
that the hospital is obligated by this 
section to provide; 

(2) An individual who has been admit-
ted as an inpatient, as defined in this 
section. 

Stabilized means, with respect to an 
‘‘emergency medical condition’’ as de-
fined in this section under paragraph 
(1) of that definition, that no material 
deterioration of the condition is likely, 
within reasonable medical probability, 
to result from or occur during the 
transfer of the individual from a facil-
ity or, with respect to an ‘‘emergency 
medical condition’’ as defined in this 
section under paragraph (2) of that def-
inition, that the woman has delivered 
the child and the placenta. 

To stabilize means, with respect to an 
‘‘emergency medical condition’’ as de-
fined in this section under paragraph 
(1) of that definition, to provide such 
medical treatment of the condition 
necessary to assure, within reasonable 
medical probability, that no material 
deterioration of the condition is likely 
to result from or occur during the 
transfer of the individual from a facil-
ity or that, with respect to an ‘‘emer-
gency medical condition’’ as defined in 
this section under paragraph (2) of that 
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definition, the woman has delivered the 
child and the placenta. 

Transfer means the movement (in-
cluding the discharge) of an individual 
outside a hospital’s facilities at the di-
rection of any person employed by (or 
affiliated or associated, directly or in-
directly, with) the hospital, but does 
not include such a movement of an in-
dividual who (i) has been declared dead, 
or (ii) leaves the facility without the 
permission of any such person. 

(c) Use of dedicated emergency depart-
ment for nonemergency services. If an in-
dividual comes to a hospital’s dedi-
cated emergency department and a re-
quest is made on his or her behalf for 
examination or treatment for a med-
ical condition, but the nature of the re-
quest makes it clear that the medical 
condition is not of an emergency na-
ture, the hospital is required only to 
perform such screening as would be ap-
propriate for any individual presenting 
in that manner, to determine that the 
individual does not have an emergency 
medical condition. 

(d) Necessary stabilizing treatment for 
emergency medical conditions—(1) Gen-
eral. Subject to the provisions of para-
graph (d)(2) of this section, if any indi-
vidual (whether or not eligible for 
Medicare benefits) comes to a hospital 
and the hospital determines that the 
individual has an emergency medical 
condition, the hospital must provide ei-
ther— 

(i) Within the capabilities of the staff 
and facilities available at the hospital, 
for further medical examination and 
treatment as required to stabilize the 
medical condition. 

(ii) For transfer of the individual to 
another medical facility in accordance 
with paragraph (e) of this section. 

(2) Exception: Application to inpatients. 
(i) If a hospital has screened an indi-
vidual under paragraph (a) of this sec-
tion and found the individual to have 
an emergency medical condition, and 
admits that individual as an inpatient 
in good faith in order to stabilize the 
emergency medical condition, the hos-
pital has satisfied its special respon-
sibilities under this section with re-
spect to that individual. 

(ii) This section is not applicable to 
an inpatient who was admitted for 

elective (nonemergency) diagnosis or 
treatment. 

(iii) A hospital is required by the con-
ditions of participation for hospitals 
under Part 482 of this chapter to pro-
vide care to its inpatients in accord-
ance with those conditions of partici-
pation. 

(3) Refusal to consent to treatment. A 
hospital meets the requirements of 
paragraph (d)(1)(i) of this section with 
respect to an individual if the hospital 
offers the individual the further med-
ical examination and treatment de-
scribed in that paragraph and informs 
the individual (or a person acting on 
the individual’s behalf) of the risks and 
benefits to the individual of the exam-
ination and treatment, but the indi-
vidual (or a person acting on the indi-
vidual’s behalf) does not consent to the 
examination or treatment. The med-
ical record must contain a description 
of the examination, treatment, or both 
if applicable, that was refused by or on 
behalf of the individual. The hospital 
must take all reasonable steps to se-
cure the individual’s written informed 
refusal (or that of the person acting on 
his or her behalf). The written docu-
ment should indicate that the person 
has been informed of the risks and ben-
efits of the examination or treatment, 
or both. 

(4) Delay in examination or treatment. 
(i) A participating hospital may not 
delay providing an appropriate medical 
screening examination required under 
paragraph (a) of this section or further 
medical examination and treatment re-
quired under paragraph (d)(1) of this 
section in order to inquire about the 
individual’s method of payment or in-
surance status. 

(ii) A participating hospital may not 
seek, or direct an individual to seek, 
authorization from the individual’s in-
surance company for screening or sta-
bilization services to be furnished by a 
hospital, physician, or nonphysician 
practitioner to an individual until 
after the hospital has provided the ap-
propriate medical screening examina-
tion required under paragraph (a) of 
this section, and initiated any further 
medical examination and treatment 
that may be required to stabilize the 
emergency medical condition under 
paragraph (d)(1) of this section. 
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(iii) An emergency physician or non-
physician practitioner is not precluded 
from contacting the individual’s physi-
cian at any time to seek advice regard-
ing the individual’s medical history 
and needs that may be relevant to the 
medical treatment and screening of the 
patient, as long as this consultation 
does not inappropriately delay services 
required under paragraph (a) or para-
graphs (d)(1) and (d)(2) of this section. 

(iv) Hospitals may follow reasonable 
registration processes for individuals 
for whom examination or treatment is 
required by this section, including ask-
ing whether an individual is insured 
and, if so, what that insurance is, as 
long as that inquiry does not delay 
screening or treatment. Reasonable 
registration processes may not unduly 
discourage individuals from remaining 
for further evaluation. 

(5) Refusal to consent to transfer. A 
hospital meets the requirements of 
paragraph (d)(1)(ii) of this section with 
respect to an individual if the hospital 
offers to transfer the individual to an-
other medical facility in accordance 
with paragraph (e) of this section and 
informs the individual (or a person act-
ing on his or her behalf) of the risks 
and benefits to the individual of the 
transfer, but the individual (or a per-
son acting on the individual’s behalf) 
does not consent to the transfer. The 
hospital must take all reasonable steps 
to secure the individual’s written in-
formed refusal (or that of a person act-
ing on his or her behalf). The written 
document must indicate the person has 
been informed of the risks and benefits 
of the transfer and state the reasons 
for the individual’s refusal. The med-
ical record must contain a description 
of the proposed transfer that was re-
fused by or on behalf of the individual. 

(e) Restricting transfer until the indi-
vidual is stabilized—(1) General. If an in-
dividual at a hospital has an emer-
gency medical condition that has not 
been stabilized (as defined in paragraph 
(b) of this section), the hospital may 
not transfer the individual unless— 

(i) The transfer is an appropriate 
transfer (within the meaning of para-
graph (e)(2) of this section); and 

(ii)(A) The individual (or a legally re-
sponsible person acting on the individ-
ual’s behalf) requests the transfer, 

after being informed of the hospital’s 
obligations under this section and of 
the risk of transfer. The request must 
be in writing and indicate the reasons 
for the request as well as indicate that 
he or she is aware of the risks and ben-
efits of the transfer; 

(B) A physician (within the meaning 
of section 1861(r)(1) of the Act) has 
signed a certification that, based upon 
the information available at the time 
of transfer, the medical benefits rea-
sonably expected from the provision of 
appropriate medical treatment at an-
other medical facility outweigh the in-
creased risks to the individual or, in 
the case of a woman in labor, to the 
woman or the unborn child, from being 
transferred. The certification must 
contain a summary of the risks and 
benefits upon which it is based; or 

(C) If a physician is not physically 
present in the emergency department 
at the time an individual is trans-
ferred, a qualified medical person (as 
determined by the hospital in its by- 
laws or rules and regulations) has 
signed a certification described in 
paragraph (e)(1)(ii)(B) of this section 
after a physician (as defined in section 
1861(r)(1) of the Act) in consultation 
with the qualified medical person, 
agrees with the certification and subse-
quently countersigns the certification. 
The certification must contain a sum-
mary of the risks and benefits upon 
which it is based. 

(2) A transfer to another medical fa-
cility will be appropriate only in those 
cases in which— 

(i) The transferring hospital provides 
medical treatment within its capacity 
that minimizes the risks to the individ-
ual’s health and, in the case of a 
woman in labor, the health of the un-
born child; 

(ii) The receiving facility— 

(A) Has available space and qualified 
personnel for the treatment of the indi-
vidual; and 

(B) Has agreed to accept transfer of 
the individual and to provide appro-
priate medical treatment; 

(iii) The transferring hospital sends 
to the receiving facility all medical 
records (or copies thereof) related to 
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the emergency condition which the in-
dividual has presented that are avail-
able at the time of the transfer, includ-
ing available history, records related 
to the individual’s emergency medical 
condition, observations of signs or 
symptoms, preliminary diagnosis, re-
sults of diagnostic studies or telephone 
reports of the studies, treatment pro-
vided, results of any tests and the in-
formed written consent or certification 
(or copy thereof) required under para-
graph (e)(1)(ii) of this section, and the 
name and address of any on-call physi-
cian (described in paragraph (g) of this 
section) who has refused or failed to 
appear within a reasonable time to pro-
vide necessary stabilizing treatment. 
Other records (e.g., test results not yet 
available or historical records not 
readily available from the hospital’s 
files) must be sent as soon as prac-
ticable after transfer; and 

(iv) The transfer is effected through 
qualified personnel and transportation 
equipment, as required, including the 
use of necessary and medically appro-
priate life support measures during the 
transfer. 

(3) A participating hospital may not 
penalize or take adverse action against 
a physician or a qualified medical per-
son described in paragraph (e)(1)(ii)(C) 
of this section because the physician or 
qualified medical person refuses to au-
thorize the transfer of an individual 
with an emergency medical condition 
that has not been stabilized, or against 
any hospital employee because the em-
ployee reports a violation of a require-
ment of this section. 

(f) Recipient hospital responsibilities. A 
participating hospital that has special-
ized capabilities or facilities (includ-
ing, but not limited to, facilities such 
as burn units, shock-trauma units, neo-
natal intensive case units, or, with re-
spect to rural areas, regional referral 
centers (which, for purposes of this 
subpart, mean hospitals meeting the 
requirements of referral centers found 
at § 412.96 of this chapter)) may not 
refuse to accept from a referring hos-
pital within the boundaries of the 
United States an appropriate transfer 
of an individual who requires such spe-
cialized capabilities or facilities if the 
receiving hospital has the capacity to 
treat the individual. 

(1) The provisions of this paragraph 
(f) apply to any participating hospital 
with specialized capabilities, regardless 
of whether the hospital has a dedicated 
emergency department. 

(2) The provisions of this paragraph 
(f) do not apply to an individual who 
has been admitted to a referring hos-
pital under the provisions of paragraph 
(d)(2)(i) of this section. 

(g) Termination of provider agreement. 
If a hospital fails to meet the require-
ments of paragraph (a) through (f) of 
this section, CMS may terminate the 
provider agreement in accordance with 
§ 489.53. 

(h) Consultation with Quality Improve-
ment Organizations (QIOs)—(1) General. 
Except as provided in paragraph (h)(3) 
of this section, in cases where a med-
ical opinion is necessary to determine 
a physician’s or hospital’s liability 
under section 1867(d)(1) of the Act, CMS 
requests the appropriate QIO (with a 
contract under Part B of title XI of the 
Act) to review the alleged section 
1867(d) violation and provide a report 
on its findings in accordance with para-
graph (h)(2)(iv) and (v) of this section. 
CMS provides to the QIO all informa-
tion relevant to the case and within its 
possession or control. CMS, in con-
sultation with the OIG, also provides 
to the QIO a list of relevant questions 
to which the QIO must respond in its 
report. 

(2) Notice of review and opportunity for 
discussion and additional information. 
The QIO shall provide the physician 
and hospital reasonable notice of its re-
view, a reasonable opportunity for dis-
cussion, and an opportunity for the 
physician and hospital to submit addi-
tional information before issuing its 
report. When a QIO receives a request 
for consultation under paragraph (h)(1) 
of this section, the following provisions 
apply— 

(i) The QIO reviews the case before 
the 15th calendar day and makes its 
tentative findings. 

(ii) Within 15 calendar days of receiv-
ing the case, the QIO gives written no-
tice, sent by certified mail, return re-
ceipt requested, to the physician or the 
hospital (or both if applicable). 

(iii)(A) The written notice must con-
tain the following information: 
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(1) The name of each individual who 
may have been the subject of the al-
leged violation. 

(2) The date on which each alleged 
violation occurred. 

(3) An invitation to meet, either by 
telephone or in person, to discuss the 
case with the QIO, and to submit addi-
tional information to the QIO within 30 
calendar days of receipt of the notice, 
and a statement that these rights will 
be waived if the invitation is not ac-
cepted. The QIO must receive the infor-
mation and hold the meeting within 
the 30-day period. 

(4) A copy of the regulations at 42 
CFR 489.24. 

(B) For purposes of paragraph 
(h)(2)(iii)(A) of this section, the date of 
receipt is presumed to be 5 days after 
the certified mail date on the notice, 
unless there is a reasonable showing to 
the contrary. 

(iv) The physician or hospital (or 
both where applicable) may request a 
meeting with the QIO. This meeting is 
not designed to be a formal adversarial 
hearing or a mechanism for discovery 
by the physician or hospital. The meet-
ing is intended to afford the physician 
and/or the hospital a full and fair op-
portunity to present the views of the 
physician and/or hospital regarding the 
case. The following provisions apply to 
that meeting: 

(A) The physician and/or hospital has 
the right to have legal counsel present 
during that meeting. However, the QIO 
may control the scope, extent, and 
manner of any questioning or any 
other presentation by the attorney. 
The QIO may also have legal counsel 
present. 

(B) The QIO makes arrangements so 
that, if requested by CMS or the OIG, a 
verbatim transcript of the meeting 
may be generated. If CMS or OIG re-
quests a transcript, the affected physi-
cian and/or the affected hospital may 
request that CMS provide a copy of the 
transcript. 

(C) The QIO affords the physician 
and/or the hospital an opportunity to 
present, with the assistance of counsel, 
expert testimony in either oral or writ-
ten form on the medical issues pre-
sented. However, the QIO may reason-
ably limit the number of witnesses and 
length of such testimony if such testi-

mony is irrelevant or repetitive. The 
physician and/or hospital, directly or 
through counsel, may disclose patient 
records to potential expert witnesses 
without violating any non-disclosure 
requirements set forth in part 476 of 
this chapter. 

(D) The QIO is not obligated to con-
sider any additional information pro-
vided by the physician and/or the hos-
pital after the meeting, unless, before 
the end of the meeting, the QIO re-
quests that the physician and/or hos-
pital submit additional information to 
support the claims. The QIO then al-
lows the physician and/or the hospital 
an additional period of time, not to ex-
ceed 5 calendar days from the meeting, 
to submit the relevant information to 
the QIO. 

(v) Within 60 calendar days of receiv-
ing the case, the QIO must submit to 
CMS a report on the QIO’s findings. 
CMS provides copies to the OIG and to 
the affected physician and/or the af-
fected hospital. The report must con-
tain the name of the physician and/or 
the hospital, the name of the indi-
vidual, and the dates and times the in-
dividual arrived at and was transferred 
(or discharged) from the hospital. The 
report provides expert medical opinion 
regarding whether the individual in-
volved had an emergency medical con-
dition, whether the individual’s emer-
gency medical condition was stabilized, 
whether the individual was transferred 
appropriately, and whether there were 
any medical utilization or quality of 
care issues involved in the case. 

(vi) The report required under para-
graph (h)(2)(v) of this section should 
not state an opinion or conclusion as 
to whether section 1867 of the Act or 
§ 489.24 has been violated. 

(3) If a delay would jeopardize the 
health or safety of individuals or when 
there was no screening examination, 
the QIO review described in this sec-
tion is not required before the OIG may 
impose civil monetary penalties or an 
exclusion in accordance with section 
1867(d)(1) of the Act and 42 CFR part 
1003 of this title. 

(4) If the QIO determines after a pre-
liminary review that there was an ap-
propriate medical screening examina-
tion and the individual did not have an 
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emergency medical condition, as de-
fined by paragraph (b) of this section, 
then the QIO may, at its discretion, re-
turn the case to CMS and not meet the 
requirements of paragraph (h) except 
for those in paragraph (h)(2)(v). 

(i) Release of QIO assessments. Upon 
request, CMS may release a QIO assess-
ment to the physician and/or hospital, 
or the affected individual, or his or her 
representative. The QIO physician’s 
identity is confidential unless he or she 
consents to its release. (See §§ 476.132 
and 476.133 of this chapter.) 

(j) Availability of on-call physicians. In 
accordance with the on-call list re-
quirements specified in § 489.20(r)(2), a 
hospital must have written policies and 
procedures in place— 

(1) To respond to situations in which 
a particular specialty is not available 
or the on-call physician cannot respond 
because of circumstances beyond the 
physician’s control; and 

(2) To provide that emergency serv-
ices are available to meet the needs of 
individuals with emergency medical 
conditions if a hospital elects to— 

(i) Permit on-call physicians to 
schedule elective surgery during the 
time that they are on call; 

(ii) Permit on-call physicians to have 
simultaneous on-call duties; and 

(iii) Participate in a formal commu-
nity call plan. Notwithstanding par-
ticipation in a community call plan, 
hospitals are still required to perform 
medical screening examinations on in-
dividuals who present seeking treat-
ment and to conduct appropriate trans-
fers. The formal community plan must 
include the following elements: 

(A) A clear delineation of on-call cov-
erage responsibilities; that is, when 
each hospital participating in the plan 
is responsible for on-call coverage. 

(B) A description of the specific geo-
graphic area to which the plan applies. 

(C) A signature by an appropriate 
representative of each hospital partici-
pating in the plan. 

(D) Assurances that any local and re-
gional EMS system protocol formally 
includes information on community 
on-call arrangements. 

(E) A statement specifying that even 
if an individual arrives at a hospital 
that is not designated as the on-call 
hospital, that hospital still has an obli-

gation under § 489.24 to provide a med-
ical screening examination and stabi-
lizing treatment within its capability, 
and that hospitals participating in the 
community call plan must abide by the 
regulations under § 489.24 governing ap-
propriate transfers. 

(F) An annual assessment of the com-
munity call plan by the participating 
hospitals. 

[59 FR 32120, June 22, 1994, as amended at 62 
FR 46037, Aug. 29, 1997; 65 FR 18548, Apr. 7, 
2000; 65 FR 59748, Oct. 6, 2000; 66 FR 1599, Jan. 
9, 2001; 66 FR 59923, Nov. 30, 2001; 68 FR 53262, 
Sept. 9, 2003; 71 FR 48143, Aug. 18, 2006; 72 FR 
47413, Aug. 22, 2007; 73 FR 48758, Aug. 19, 2008; 
74 FR 44001, Aug. 27, 2009] 

EFFECTIVE DATE NOTE: At 59 FR 32120, June 
22, 1994, § 489.24 was added. Paragraphs (d) 
and (g) contain information collection and 
recordkeeping requirements and will not be-
come effective until approval has been given 
by the Office of Management and Budget. 

§ 489.25 Special requirements con-
cerning CHAMPUS and CHAMPVA 
programs. 

For inpatient services, a hospital 
that participates in the Medicare pro-
gram must participate in any health 
plan contracted under 10 U.S.C. 1079 or 
1086 (Civilian Health and Medical Pro-
gram of the Uniformed Services) and 
under 38 U.S.C. 613 (Civilian Health and 
Medical Program of the Veterans Ad-
ministration) and accept the 
CHAMPUS/CHAMPVA-determined al-
lowable amount as payment in full, 
less applicable deductible, patient cost- 
share, and noncovered items. Hospitals 
must meet the requirements of 32 CFR 
part 199 concerning program benefits 
under the Department of Defense. This 
section applies to inpatient services 
furnished to beneficiaries admitted on 
or after January 1, 1987. 

[59 FR 32123, June 22, 1994] 

§ 489.26 Special requirements con-
cerning veterans. 

For inpatient services, a hospital 
that participates in the Medicare pro-
gram must admit any veteran whose 
admission is authorized by the Depart-
ment of Veterans Affairs under 38 
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U.S.C. 603 and must meet the require-
ments of 38 CFR part 17 concerning ad-
missions practices and payment meth-
odology and amounts. This section ap-
plies to services furnished to veterans 
admitted on and after July 1, 1987. 

[59 FR 32123, June 22, 1994] 

§ 489.27 Beneficiary notice of dis-
charge rights. 

(a) A hospital that participates in the 
Medicare program must furnish each 
Medicare beneficiary or enrollee, (or an 
individual acting on his or her behalf), 
timely notice as required by section 
1866(A)(1)(M) of the Act and in accord-
ance with § 405.1205 and § 422.620. The 
hospital must be able to demonstrate 
compliance with this requirement. 

(b) Notification by hospitals and other 
providers. Hospitals and other providers 
(as identified at 489.2(b)) that partici-
pate in the Medicare program must fur-
nish each Medicare beneficiary, or rep-
resentative, applicable CMS notices in 
advance of discharge or termination of 
Medicare services, including the no-
tices required under § 405.1200, § 405.1202, 
§ 405.1206, and § 422.624 of this chapter. 

[71 FR 68724, Nov. 27, 2006] 

§ 489.28 Special capitalization require-
ments for HHAs. 

(a) Basic rule. An HHA entering the 
Medicare program on or after January 
1, 1998, including a new HHA as a result 
of a change of ownership, if the change 
of ownership results in a new provider 
number being issued, must have avail-
able sufficient funds, which we term 
‘‘initial reserve operating funds,’’ at 
the time of application submission and 
at all times during the enrollment 
process up to the expiration of the 3- 
month period following the conveyance 
of Medicare billing privileges to oper-
ate the HHA for the three-month pe-
riod after Medicare billing privileges 
are conveyed by the Medicare con-
tractor, exclusive of actual or pro-
jected accounts receivable from Medi-
care. 

(b) Standard. Initial reserve operating 
funds are sufficient to meet the re-
quirement of this section if the total 
amount of such funds is equal to or 
greater than the product of the actual 
average cost per visit of three or more 

similarly situated HHAs in their first 
year of operation (selected by CMS for 
comparative purposes) multiplied by 
the number of visits projected by the 
HHA for its first three months of oper-
ation—or 22.5 percent (one fourth of 90 
percent) of the average number of vis-
its reported by the comparison HHAs— 
whichever is greater. 

(c) Method. CMS, through the inter-
mediary, will determine the amount of 
the initial reserve operating funds 
using reported cost and visit data from 
submitted cost reports for the first full 
year of operation from at least three 
HHAs that the intermediary serves 
that are comparable to the HHA that is 
seeking to enter the Medicare program, 
considering such factors as geographic 
location and urban/rural status, num-
ber of visits, provider-based versus 
free-standing, and proprietary versus 
non-proprietary status. The determina-
tion of the adequacy of the required 
initial reserve operating funds is based 
on the average cost per visit of the 
comparable HHAs, by dividing the sum 
of total reported costs of the HHAs in 
their first year of operation by the sum 
of the HHAs’ total reported visits. The 
resulting average cost per visit is then 
multiplied by the projected visits for 
the first three months of operation of 
the HHA seeking to enter the program, 
but not less than 90 percent of average 
visits for a three month period for the 
HHAs used in determining the average 
cost per visit. 

(1) In selecting the comparative 
HHAs as described in this paragraph 
(c), the CMS contractor shall only se-
lect HHAs that have provided cost re-
ports to Medicare. When selecting cost 
reports for the comparative analysis, 
CMS will exclude low utilization or no 
utilization cost reports. 

(2) [Reserved] 
(d) Required proof of availability of ini-

tial reserve operating funds. The HHA 
must provide CMS with adequate proof 
of the availability of initial reserve op-
erating funds. Such proof, at a min-
imum, will include a copy of the state-
ment(s) of the HHA’s savings, check-
ing, or other account(s) that contains 
the funds, accompanied by an attesta-
tion from an officer of the bank or 
other financial institution that the 
funds are in the account(s) and that 
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the funds are immediately available to 
the HHA. In some cases, an HHA may 
have all or part of the initial reserve 
operating funds in cash equivalents. 
For the purpose of this section, cash 
equivalents are short-term, highly liq-
uid investments that are readily con-
vertible to known amounts of cash and 
that present insignificant risk of 
changes in value. A cash equivalent 
that is not readily convertible to a 
known amount of cash as needed dur-
ing the initial three month period for 
which the initial reserve operating 
funds are required does not qualify in 
meeting the initial reserve operating 
funds requirement. Examples of cash 
equivalents for the purpose of this sec-
tion are Treasury bills, commercial 
paper, and money market funds. As 
with funds in a checking, savings, or 
other account, the HHA also must be 
able to document the availability of 
any cash equivalents. CMS later may 
require the HHA to furnish another at-
testation from the financial institution 
that the funds remain available, or, if 
applicable, documentation from the 
HHA that any cash equivalents remain 
available, until a date when the HHA 
will have been surveyed by the State 
agency or by an approved accrediting 
organization. The officer of the HHA 
who will be certifying the accuracy of 
the information on the HHA’s cost re-
port must certify what portion of the 
required initial reserve operating funds 
is non-borrowed funds, including funds 
invested in the business by the owner. 
That amount must be at least 50 per-
cent of the required initial reserve op-
erating funds. The remainder of the re-
serve operating funds may be secured 
through borrowing or line of credit 
from an unrelated lender. 

(e) Borrowed funds. If borrowed funds 
are not in the same account(s) as the 
HHA’s own non-borrowed funds, the 
HHA also must provide proof that the 
borrowed funds are available for use in 
operating the HHA, by providing, at a 
minimum, a copy of the statement(s) 
of the HHA’s savings, checking, or 
other account(s) containing the bor-
rowed funds, accompanied by an attes-
tation from an officer of the bank or 
other financial institution that the 
funds are in the account(s) and are im-
mediately available to the HHA. As 

with the HHA’s own (that is, non-bor-
rowed) funds, CMS later may require 
the HHA to establish the current avail-
ability of such borrowed funds, includ-
ing furnishing an attestation from a fi-
nancial institution or other source, as 
may be appropriate, and to establish 
that such funds will remain available 
until a date when the HHA will have 
been surveyed by the State agency or 
by an approved accrediting organiza-
tion. 

(f) Line of credit. If the HHA chooses 
to support the availability of a portion 
of the initial reserve operating funds 
with a line of credit, it must provide 
CMS with a letter of credit from the 
lender. CMS later may require the HHA 
to furnish an attestation from the 
lender that the HHA, upon its certifi-
cation into the Medicare program, con-
tinues to be approved to borrow the 
amount specified in the letter of credit. 

(g) Billing Privileges. (1) CMS may 
deny Medicare billing privileges to an 
HHA unless the HHA meets the initial 
reserve operating funds requirements 
of this section. 

(2) CMS may revoke the Medicare 
billing privileges of an HHA that fails 
to maintain and comply with the ini-
tial reserve operating funds require-
ments of this section for the three- 
month period after it receives its Medi-
care billing privileges. 

[63 FR 312, Jan. 5, 1998, as amended at 75 FR 
70465, Nov. 17, 2010] 

§ 489.29 Special requirements con-
cerning beneficiaries served by the 
Indian Health Service, Tribal health 
programs, and urban Indian organi-
zation health programs. 

(a) Hospitals (as defined in sections 
1861(e) and (f) of the Social Security 
Act) and critical access hospitals (as 
defined in section 1861(mm)(1) of the 
Social Security Act) that participate 
in the Medicare program and furnish 
inpatient hospital services must accept 
the payment methodology and no more 
than the rates of payment established 
under 42 CFR part 136, subpart D as 
payment in full for the following pro-
grams: 

(1) A contract health service (CHS) 
program under 42 CFR part 136, subpart 
C, of the Indian Health Service (IHS); 
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(2) A CHS program under 42 CFR part 
136, subpart C, carried out by an Indian 
Tribe or Tribal organization pursuant 
to the Indian Self-Determination and 
Education Assistance Act, as amended, 
Public Law 93–638, 25 U.S.C. 450 et seq.; 
and 

(3) A program funded through a grant 
or contract by the IHS and operated by 
an urban Indian organization under 
which items and services are purchased 
for an eligible urban Indian (as those 
terms are defined in 25 U.S.C. 1603 (f) 
and (h)). 

(b) Hospitals and critical access hos-
pitals may not refuse service to an in-
dividual on the basis that the payment 
for such service is authorized under 
programs described in paragraph (a) of 
this section. 

[72 FR 30711, June 4, 2007] 

Subpart C—Allowable Charges 

§ 489.30 Allowable charges: 
Deductibles and coinsurance. 

(a) Part A deductible and coinsurance. 
The provider may charge the bene-
ficiary or other person on his or her be-
half: 

(1) The amount of the inpatient hos-
pital deductible or, if less, the actual 
charges for the services; 

(2) The amount of inpatient hospital 
coinsurance applicable for each day the 
individual is furnished inpatient hos-
pital services after the 60th day, during 
a benefit period; and 

(3) The posthospital SNF care coin-
surance amount. 

(4) In the case of durable medical 
equipment (DME) furnished as a home 
health service, 20 percent of the cus-
tomary charge for the service. 

(b) Part B deductible and coinsurance. 
(1) The basic allowable charges are the 
$75 deductible and 20 percent of the 
customary (insofar as reasonable) 
charges in excess of that deductible. 

(2) For hospital outpatient services, 
the allowable deductible charges de-
pend on whether the hospital can de-
termine the beneficiary’s deductible 
status. 

(i) If the hospital is unable to deter-
mine the deductible status, it may 
charge the beneficiary its full cus-
tomary charges up to $75. 

(ii) If the beneficiary provides official 
information as to deductible status, 
the hospital may charge only the 
unmet portion of the deductible. 

(3) In either of the cases discussed in 
paragraph (b)(2) of this section, the 
hospital is required to file with the 
intermediary, on a form prescribed by 
CMS, information as to the services, 
charges, and amounts collected. 

(4) The intermediary must reimburse 
the beneficiary if reimbursement is au-
thorized and credit the expenses to the 
beneficiary’s deductible if the deduct-
ible has not yet been met. 

(5) In the case of DME furnished as a 
home health service under Medicare 
Part B, the coinsurance is 20 percent of 
the customary (insofar as reasonable) 
charge for the services, with the fol-
lowing exception: If the DME is used 
DME purchased by or on behalf of the 
beneficiary at a price at least 25 per-
cent less than the reasonable charge 
for comparable new equipment, no co-
insurance is required. 

[45 FR 22937, Apr. 4, 1980, as amended at 51 
FR 41350, Nov. 14, 1986] 

§ 489.31 Allowable charges: Blood. 

(a) Limitations on charges. (1) A pro-
vider may charge the beneficiary (or 
other person on his or her behalf) only 
for the first three pints of blood or 
units of packed red cells furnished 
under Medicare Part A during a cal-
endar year, or furnished under Medi-
care Part B during a calendar year. 

(2) The charges may not exceed the 
provider’s customary charges. 

(3) The provider may not charge for 
any whole blood or packed red cells in 
any of the circumstances specified in 
§ 409.87(c)(2) of this chapter. 

(b) Offset for excessive charges. If the 
charge exceeds the cost to the provider, 
that excess will be deducted from any 
Medicare payments due the provider. 

[56 FR 23022, May 20, 1991, as amended at 57 
FR 36018, Aug. 12, 1992] 

§ 489.32 Allowable charges: Non-
covered and partially covered serv-
ices. 

(a) Services requested by beneficiary. If 
services furnished at the request of a 
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beneficiary (or his or her representa-
tive) are more expensive than, or in ex-
cess of, services covered under Medi-
care— 

(1) A provider may charge the bene-
ficiary an amount that does not exceed 
the difference between— 

(i) The provider’s customary charges 
for the services furnished; and 

(ii) The provider’s customary charges 
for the kinds and amounts of services 
that are covered under Medicare. 

(2) A provider may not charge for the 
services unless they have been re-
quested by the beneficiary (or his or 
her representative) nor require a bene-
ficiary to request services as a condi-
tion of admission. 

(3) To avoid misunderstanding and 
disputes, a provider must inform any 
beneficiary who requests a service for 
which a charge will be made that there 
will be a specified charge for that serv-
ice. 

(b) Services not requested by the bene-
ficiary. For special provisions that 
apply when a provider customarily fur-
nishes more expensive services, see 
§ 413.35 of this chapter. 

[45 FR 22937, Apr. 4, 1980, as amended at 51 
FR 34833, Sept. 30, 1986] 

§ 489.34 Allowable charges: Hospitals 
participating in State reimburse-
ment control systems or demonstra-
tion projects. 

A hospital receiving payment for a 
covered hospital stay under either a 
State reimbursement control system 
approved under 1886(c) of the Act or a 
demonstration project authorized 
under section 402(a) of Pub. L. 90–248 (42 
U.S.C. 1395b–1) or section 222(a) of Pub. 
L. 92–603 (42 U.S.C. 1395b–1 (note)) and 
that would otherwise be subject to the 
prospective payment system set forth 
in part 412 of this chapter may charge 
a beneficiary for noncovered services 
as follows: 

(a) For the custodial care and medi-
cally unnecessary services described in 
§ 412.42(c) of this chapter, after the con-
ditions of § 412.42(c)(1) through (c)(4) are 
met; and 

(b) For all other services in accord-
ance with the applicable rules of this 
subpart C. 

[54 FR 41747, Oct. 11, 1989] 

§ 489.35 Notice to intermediary. 

The provider must inform its inter-
mediary of any amounts collected from 
a beneficiary or from other persons on 
his or her behalf. 

Subpart D—Handling of Incorrect 
Collections 

§ 489.40 Definition of incorrect collec-
tion. 

(a) As used in this subpart, ‘‘incor-
rect collections’’ means any amounts 
collected from a beneficiary (or some-
one on his or her behalf) that are not 
authorized under subpart C of this part. 

(b) A payment properly made to a 
provider by an individual not consid-
ered entitled to Medicare benefits will 
be deemed to be an ‘‘incorrect collec-
tion’’ when the individual is found to 
be retroactively entitled to benefits. 

§ 489.41 Timing and methods of han-
dling. 

(a) Refund. Prompt refund to the ben-
eficiary or other person is the preferred 
method of handling incorrect collec-
tions. 

(b) Setting aside. If the provider can-
not refund within 60 days from the date 
on the notice of incorrect collection, it 
must set aside an amount, equal to the 
amount incorrectly collected, in a sep-
arate account identified as to the indi-
vidual to whom the payment is due. 
This amount incorrectly collected 
must be carried on the provider’s 
records in this manner until final dis-
position is made in accordance with 
the applicable State law. 

(c) Notice to, and action by, inter-
mediary. (1) The provider must notify 
the intermediary of the refund or set-
ting aside required under paragraphs 
(a) and (b) of this section. 

(2) If the provider fails to refund or 
set aside the required amounts, they 
may be offset against amounts other-
wise due the provider. 

§ 489.42 Payment of offset amounts to 
beneficiary or other person. 

(a) In order to carry out the commit-
ment to refund amounts incorrectly 
collected, CMS may determine that 
amounts offset in accordance with 
§ 489.41 are to be paid directly to the 
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beneficiary or other person from whom 
the provider received the incorrect col-
lection, if: 

(1) CMS finds that the provider has 
failed, following written request, to re-
fund the amount of the incorrect col-
lection to the beneficiary or other per-
son; and 

(2) The provider agreement has been 
terminated in accordance with the pro-
visions of subpart E of this part. 

(b) Before making a determination to 
make payment under paragraph (a) of 
this section, CMS will give written no-
tice to the provider (1) explaining that 
an incorrect collection was made and 
the amount; (2) requesting the provider 
to refund the incorrect collection to 
the beneficiary or other person; and (3) 
advising of CMS’s intention to make a 
determination under paragraph (a) of 
this section. 

(c) The notice will afford an author-
ized official of the provider an oppor-
tunity to submit, within 20 days from 
the date on the notice, written state-
ment or evidence with respect to the 
incorrect collection and/or offset 
amounts. CMS will consider any writ-
ten statement or evidence in making a 
determination. 

(d) Payment to a beneficiary or other 
person under the provisions of para-
graph (a) of this section: 

(1) Will not exceed the amount of the 
incorrect collection; and 

(2) May be considered as payment 
made to the provider. 

Subpart E—Termination of Agree-
ment and Reinstatement After 
Termination 

§ 489.52 Termination by the provider. 

(a) Notice to CMS. (1) A provider that 
wishes to terminate its agreement, ex-
cept for a SNF as specified in para-
graph (a)(2) of this section, must send 
CMS written notice of its intention in 
accordance with paragraph (a)(3) of 
this section. 

(2) A SNF that wishes to terminate 
its agreement due to closure of the fa-
cility must send CMS written notice of 
its intention at least 60 days prior to 
the date of closure, as required at 
§ 483.75(r) of this chapter. 

(3) The notice may state the intended 
date of termination which must be the 
first day of the month. 

(b) Termination date. (1) If the notice 
does not specify a date, or the date is 
not acceptable to CMS, CMS may set a 
date that will not be more than 6 
months from the date on the provider’s 
notice of intent. 

(2) CMS may accept a termination 
date that is less than 6 months after 
the date on the provider’s notice if it 
determines that to do so would not un-
duly disrupt services to the community 
or otherwise interfere with the effec-
tive and efficient administration of the 
Medicare program. 

(3) A cessation of business is deemed 
to be a termination by the provider, ef-
fective with the date on which it 
stopped providing services to the com-
munity. 

(c) Public notice. (1) The provider 
must give notice to the public at least 
15 days before the effective date of ter-
mination. 

(2) The notice must be published in 
one or more local newspapers and 
must— 

(i) Specify the termination date; and 
(ii) Explain to what extent services 

may continue after that date, in ac-
cordance with the exceptions set forth 
in § 489.55. 

[45 FR 22937, Apr. 4, 1980, as amended at 76 
FR 9512, Feb. 18, 2011] 

§ 489.53 Termination by CMS. 

(a) Basis for termination of agreement 
with any provider. CMS may terminate 
the agreement with any provider if 
CMS finds that any of the following 
failings is attributable to that pro-
vider: 

(1) It is not complying with the pro-
visions of title XVIII and the applica-
ble regulations of this chapter or with 
the provisions of the agreement. 

(2) It places restrictions on the per-
sons it will accept for treatment and it 
fails either to exempt Medicare bene-
ficiaries from those restrictions or to 
apply them to Medicare beneficiaries 
the same as to all other persons seek-
ing care. 

(3) It no longer meets the appropriate 
conditions of participation or require-
ments (for SNFs and NFs) set forth 
elsewhere in this chapter. In the case 
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of an RNHCI no longer meets the con-
ditions for coverage, conditions of par-
ticipation and requirements set forth 
elsewhere in this chapter. 

(4) It fails to furnish information 
that CMS finds necessary for a deter-
mination as to whether payments are 
or were due under Medicare and the 
amounts due. 

(5) It refuses to permit examination 
of its fiscal or other records by, or on 
behalf of CMS, as necessary for 
verification of information furnished 
as a basis for payment under Medicare. 

(6) It failed to furnish information on 
business transactions as required in 
§ 420.205 of this chapter. 

(7) It failed at the time the agree-
ment was entered into or renewed to 
disclose information on convicted indi-
viduals as required in § 420.204 of this 
chapter. 

(8) It failed to furnish ownership in-
formation as required in § 420.206 of this 
chapter. 

(9) It failed to comply with civil 
rights requirements set forth in 45 CFR 
parts 80, 84, and 90. 

(10) In the case of a hospital or a crit-
ical access hospital as defined in sec-
tion 1861(mm)(1) of the Act that has 
reason to believe it may have received 
an individual transferred by another 
hospital in violation of § 489.24(d), the 
hospital failed to report the incident to 
CMS or the State survey agency. 

(11) In the case of a hospital re-
quested to furnish inpatient services to 
CHAMPUS or CHAMPVA beneficiaries 
or to veterans, it failed to comply with 
§ 489.25 or § 489.26, respectively. 

(12) It failed to furnish the notice of 
discharge rights as required by § 489.27. 

(13) It refuses to permit photocopying 
of any records or other information by, 
or on behalf of CMS, as necessary to 
determine or verify compliance with 
participation requirements. 

(14) The hospital knowingly and will-
fully fails to accept, on a repeated 
basis, an amount that approximates 
the Medicare rate established under 
the inpatient hospital prospective pay-
ment system, minus any enrollee 
deductibles or copayments, as payment 
in full from a fee-for-service FEHB 
plan for inpatient hospital services pro-
vided to a retired Federal enrollee of a 
fee-for-service FEHB plan, age 65 or 

older, who does not have Medicare Part 
A benefits. 

(15) It had its enrollment in the Medi-
care program revoked in accordance to 
§ 424.535 of this chapter. 

(b) Termination of agreements with cer-
tain hospitals. In the case of a hospital 
or critical access hospital that has an 
emergency department, as defined in 
§ 489.24(b), CMS may terminate the pro-
vider agreement if— 

(1) The hospital fails to comply with 
the requirements of § 489.24 (a) through 
(e), which require the hospital to exam-
ine, treat, or transfer emergency med-
ical condition cases appropriately, and 
require that hospitals with specialized 
capabilities or facilities accept an ap-
propriate transfer; or 

(2) The hospital fails to comply with 
§ 489.20(m), (q), and (r), which require 
the hospital to report suspected viola-
tions of § 489.24(e), to post conspicu-
ously in emergency departments or in 
a place or places likely to be noticed 
by all individuals entering the emer-
gency departments, as well as those in-
dividuals waiting for examination and 
treatment in areas other than tradi-
tional emergency departments, (that 
is, entrance, admitting area, waiting 
room, treatment area), signs specifying 
rights of individuals under this sub-
part, to post conspicuously informa-
tion indicating whether or not the hos-
pital participates in the Medicaid pro-
gram, and to maintain medical and 
other records related to transferred in-
dividuals for a period of 5 years, a list 
of on-call physicians for individuals 
with emergency medical conditions, 
and a central log on each individual 
who comes to the emergency depart-
ment seeking assistance. 

(16) It has failed to pay a revisit user 
fee when and if assessed. 

(c) Termination of agreements with hos-
pitals that fail to make required disclo-
sures. In the case of a physician-owned 
hospital, as defined at § 489.3, CMS may 
terminate the provider agreement if 
the hospital failed to comply with the 
requirements of § 489.20(u) or (w). In the 
case of other participating hospitals, as 
defined at § 489.24, CMS may terminate 
the provider agreement if the partici-
pating hospital failed to comply with 
the requirements of § 489.20(w). 
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(d) Notice of termination—(1) Timing: 
basic rule. Except as provided in para-
graphs (d)(2) and (d)(3) of this section, 
CMS gives the provider notice of termi-
nation at least 15 days before the effec-
tive date of termination of the provider 
agreement. 

(2) Timing exceptions: Immediate jeop-
ardy situations—(i) Hospital with emer-
gency department. If CMS finds that a 
hospital with an emergency depart-
ment is in violation of § 489.24, para-
graphs (a) through (e), and CMS deter-
mines that the violation poses imme-
diate jeopardy to the health or safety 
of individuals who present themselves 
to the hospital for emergency services, 
CMS— 

(A) Gives the hospital a preliminary 
notice indicating that its provider 
agreement will be terminated in 23 
days if it does not correct the identi-
fied deficiencies or refute the finding; 
and 

(B) Gives a final notice of termi-
nation, and concurrent notice to the 
public, at least 2 , but not more than 4, 
days before the effective date of termi-
nation of the provider agreement. 

(ii) Skilled nursing facilities (SNFs). 
For an SNF with deficiencies that pose 
immediate jeopardy to the health or 
safety of residents, CMS gives notice at 
least 2 days before the effective date of 
termination of the provider agreement. 

(3) Notice of LTC facility closure. In the 
case of a facility where CMS termi-
nates a facility’s participation under 
Medicare or Medicaid in the absence of 
immediate jeopardy, CMS determines 
the appropriate date for notification. 

(4) Content of notice. The notice states 
the reasons for, and the effective date 
of, the termination, and explains the 
extent to which services may continue 
after that date, in accordance with 
§ 489.55. 

(5) Notice to public. CMS concurrently 
gives notice of the termination to the 
public. 

(e) Appeal by the provider. A provider 
may appeal the termination of its pro-
vider agreement by CMS in accordance 
with part 498 of this chapter. 

[51 FR 24492, July 3, 1986] 

EDITORIAL NOTE: For FEDERAL REGISTER ci-
tations affecting § 489.53, see the List of CFR 
Sections Affected, which appears in the 

Finding Aids section of the printed volume 
and at www.fdsys.gov. 

§ 489.54 Termination by the OIG. 

(a) Basis for termination. (1) The OIG 
may terminate the agreement of any 
provider if the OIG finds that any of 
the following failings can be attributed 
to that provider. 

(i) It has knowingly and willfully 
made, or caused to be made, any false 
statement or representation of a mate-
rial fact for use in an application or re-
quest for payment under Medicare. 

(ii) It has submitted, or caused to be 
submitted, requests for Medicare pay-
ment of amounts that substantially ex-
ceed the costs it incurred in furnishing 
the services for which payment is re-
quested. 

(iii) It has furnished services that the 
OIG has determined to be substantially 
in excess of the needs of individuals or 
of a quality that fails to meet profes-
sionally recognized standards of health 
care. The OIG will not terminate a pro-
vider agreement under paragraph (a) if 
CMS has waived a disallowance with 
respect to the services in question on 
the grounds that the provider and the 
beneficiary could not reasonably be ex-
pected to know that payment would 
not be made. (The rules for deter-
mining such lack of knowledge are set 
forth in §§ 405.330 through 405.334 of this 
chapter.) 

(b) Notice of termination. The OIG will 
give the provider notice of termination 
at least 15 days before the effective 
date of termination of the agreement, 
and will concurrently give notice of 
termination to the public. 

(c) Appeal by the provider. A provider 
may appeal a termination of its agree-
ment by the OIG in accordance with 
subpart O of part 405 of this chapter. 

(d) Other applicable rules. The termi-
nation of a provider agreement by the 
OIG is subject to the additional proce-
dures specified in §§ 1001.105 through 
1001.109 of this title for notice and ap-
peals. 

[51 FR 24492, July 3, 1986, as amended at 51 
FR 34788, Sept. 30, 1986] 
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§ 489.55 Exceptions to effective date of 
termination. 

(a) Payment is available for up to 30 
days after the effective date of termi-
nation for: 

(1) Inpatient hospital services (in-
cluding inpatient psychiatric hospital 
services) and posthospital extended 
care services (except as specified in 
paragraph (b) of this section with re-
spect to LTC facilities) furnished to a 
beneficiary who was admitted before 
the effective date of termination; and 

(2) Home health services and hospice 
care furnished under a plan established 
before the effective date of termi-
nation. 

(b) The Secretary may, as the Sec-
retary determines is appropriate, con-
tinue to make payments with respect 
to residents of a long-term care facility 
that has submitted a notification of 
closure as required at § 483.75(r) of this 
chapter during the period beginning on 
the date such notification is submitted 
and ending on the date on which the 
residents are successfully relocated. 

[76 FR 9512, Feb. 18, 2011 

§ 489.57 Reinstatement after termi-
nation. 

When a provider agreement has been 
terminated by CMS under § 489.53, or by 
the OIG under § 489.54, a new agreement 
with that provider will not be accepted 
unless CMS or the OIG, as appropriate, 
finds— 

(a) That the reason for termination 
of the previous agreement has been re-
moved and there is reasonable assur-
ance that it will not recur; and 

(b) That the provider has fulfilled, or 
has made satisfactory arrangements to 
fulfill, all of the statutory and regu-
latory responsibilities of its previous 
agreement. 

[51 FR 24493, July 3, 1986] 

Subpart F—Surety Bond 
Requirements for HHAs 

SOURCE: 63 FR 313, Jan. 5, 1998, unless oth-
erwise noted. 

§ 489.60 Definitions. 

As used in this subpart unless the 
context indicates otherwise— 

Assessment means a sum certain that 
CMS may assess against an HHA in 
lieu of damages under Titles XI, XVIII, 
or XXI of the Social Security Act or 
under regulations in this chapter. 

Assets includes but is not limited to 
any listing that identifies Medicare 
beneficiaries to whom home health 
services were furnished by a partici-
pating or formerly participating HHA. 

Civil money penalty means a sum cer-
tain that CMS has the authority to im-
pose on an HHA as a penalty under Ti-
tles XI, XVIII, or XXI of the Social Se-
curity Act or under regulations in this 
chapter. 

Participating home health agency 
means a ‘‘home health agency’’ (HHA), 
as that term is defined by section 
1861(o) of the Social Security Act, that 
also meets the definition of a ‘‘pro-
vider’’ set forth at § 400.202 of this chap-
ter. 

Rider means a notice issued by a Sur-
ety that a change in the bond has oc-
curred or will occur. 

Surety bond means one or more bonds 
issued by one or more surety compa-
nies under 31 U.S.C. 9304 to 9308 and 31 
CFR parts 223, 224, and 225, provided 
the bond otherwise meets the require-
ments of this section. 

Unpaid civil money penalty or assess-
ment means a civil money penalty or 
assessment imposed by CMS on an 
HHA under Titles XI, XVIII, or XXI of 
the Social Security Act, plus accrued 
interest, that, after the HHA or Surety 
has exhausted all administrative ap-
peals, remains unpaid (because the 
civil money penalty or assessment has 
not been paid to, or offset or com-
promised by, CMS) and is not the sub-
ject of a written arrangement, accept-
able to CMS, for payment by the HHA. 
In the event a written arrangement for 
payment, acceptable to CMS, is made, 
an unpaid civil money penalty or assess-
ment also means such civil money pen-
alty or assessment, plus accrued inter-
est, that remains due 60 days after the 
HHA’s default on such arrangement. 

Unpaid claim means a Medicare over-
payment for which the HHA is respon-
sible, plus accrued interest, that, 90 
days after the date of the agency’s no-
tice to the HHA of the overpayment, 
remains due (because the overpayment 
has not been paid to, or recouped or 
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compromised by, CMS) and is not the 
subject of a written arrangement, ac-
ceptable to CMS, for payment by the 
HHA. In the event a written arrange-
ment for payment, acceptable to CMS, 
is made, an unpaid claim also means a 
Medicare overpayment for which the 
HHA is responsible, plus accrued inter-
est, that remains due 60 days after the 
HHA’s default on such arrangement. 

[63 FR 313, Jan. 5, 1998, as amended at 63 FR 
29655, June 1, 1998] 

§ 489.61 Basic requirement for surety 
bonds. 

Except as provided in § 489.62, each 
HHA that is a Medicare participating 
HHA, or that seeks to become a Medi-
care participating HHA, must obtain a 
surety bond (and furnish to CMS a copy 
of such surety bond) that meets the re-
quirements of this subpart F and 
CMS’s instructions. 

§ 489.62 Requirement waived for Gov-
ernment-operated HHAs. 

An HHA operated by a Federal, 
State, local, or tribal government 
agency is deemed to have provided 
CMS with a comparable surety bond 
under State law, and CMS therefore 
waives the requirements of this sub-
part with respect to such an HHA if, 
during the preceding 5 years the HHA 
has— 

(a) Not had any unpaid claims or un-
paid civil money penalties or assess-
ments; and 

(b) Not had any of its claims referred 
by CMS to the Department of Justice 
or the General Accounting Office in ac-
cordance with part 401 of this chapter. 

[63 FR 313, Jan. 5, 1998, as amended at 63 FR 
29655, June 1, 1998] 

§ 489.63 Parties to the bond. 

The surety bond must name the HHA 
as Principal, CMS as Obligee, and the 
surety company (and its heirs, execu-
tors, administrators, successors and as-
signees, jointly and severally) as Sur-
ety. 

§ 489.64 Authorized Surety and exclu-
sion of surety companies. 

(a) An HHA may obtain a surety bond 
required under § 489.61 only from an au-
thorized Surety. 

(b) An authorized Surety is a surety 
company that— 

(1) Has been issued a Certificate of 
Authority by the U.S. Department of 
the Treasury in accordance with 31 
U.S.C. 9304 to 9308 and 31 CFR parts 223, 
224, and 225 as an acceptable surety on 
Federal bonds and the Certificate has 
neither expired nor been revoked; and 

(2) Has not been determined by CMS 
to be an unauthorized Surety for the 
purpose of an HHA obtaining a surety 
bond under this section. 

(c) CMS determines that a surety 
company is an unauthorized Surety 
under this section— 

(1) If, upon request by CMS, the sur-
ety company fails to furnish timely 
confirmation of the issuance of, and 
the validity and accuracy of informa-
tion appearing on, a surety bond an 
HHA presents to CMS that shows the 
surety company as Surety on the bond; 

(2) If, upon presentation by CMS to 
the surety company of a request for 
payment on a surety bond and of suffi-
cient evidence to establish the surety 
company’s liability on the bond, the 
surety company fails to timely pay 
CMS in full the amount requested, up 
to the face amount of the bond; or 

(3) For other good cause. 
(d) Any determination CMS makes 

under paragraph (c) of this section is 
effective immediately when notice of 
the determination is published in the 
FEDERAL REGISTER and remains in ef-
fect until a notice of reinstatement is 
published in the FEDERAL REGISTER. 

(e) Any determination CMS makes 
under paragraph (c) of this section does 
not affect the Surety’s liability under 
any surety bond issued by a surety 
company to an HHA before notice of 
such determination is published in ac-
cordance with paragraph (d) of this sec-
tion. 

(f) A determination by CMS that a 
surety company is an unauthorized 
Surety under this section is not a de-
barment, suspension, or exclusion for 
the purposes of Executive Order No. 
12549 (3 CFR, 1986 comp., p. 189). 

§ 489.65 Amount of the bond. 

(a) Basic rule. The amount of the sur-
ety bond must be $50,000 or 15 percent 
of the Medicare payments made by 
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CMS to the HHA in the HHA’s most re-
cent fiscal year for which a cost report 
has been accepted by CMS, whichever 
is greater. 

(b) Computation of the 15 percent: Par-
ticipating HHA. The 15 percent is com-
puted as follows: 

(1) For the initial bond—on the basis 
of Medicare payments made by CMS to 
the HHA in the HHA’s most recent fis-
cal year as shown in the HHA’s most 
recent cost report that has been ac-
cepted by CMS. If the initial bond will 
cover less than a full fiscal year, the 
computation of the 15 percent will be 
based on the number of months of the 
fiscal year that the bond will cover. 

(2) For subsequent bonds—on the 
basis of Medicare payments made by 
CMS in the most recent fiscal year for 
which a cost report has been accepted. 
However, if payments in the first six 
months of the current fiscal year differ 
from such an amount by more than 25 
percent, then the amount of the bond is 
15 percent of such payments projected 
on an annualized basis. 

(c) Computation of 15 percent: An HHA 
that seeks to become a participating HHA 
by obtaining assets or ownership interest. 
For an HHA that seeks to become a 
participating HHA by purchasing the 
assets or the ownership interest of a 
participating or formerly participating 
HHA, the 15 percent is computed on the 
basis of Medicare payments made by 
CMS to the participating or formerly 
participating HHA in the most recent 
fiscal year that a cost report has been 
accepted. 

(d) Change of ownership. For an HHA 
that undergoes a change of ownership 
the 15 percent is computed on the basis 
of Medicare payments made by CMS to 
the HHA for the most recently accept-
ed cost report. 

(e) An HHA that seeks to become a par-
ticipating HHA without obtaining assets 
or ownership interest. For an HHA that 
seeks to become a participating HHA 
without purchasing the assets or the 
ownership interest of a participating or 
formerly participating HHA, the 15 per-
cent computation does not apply. 

(f) Exception to the basic rule. If an 
HHA’s overpayment in the most re-
cently accepted cost report exceeds 15 
percent of annual payments, CMS may 
require the HHA to secure a bond in an 

amount up to or equal to the amount 
of overpayment, provided the amount 
of the bond is not less than $50,000. 

(g) Expiration of the 15 percent provi-
sion. For an annual surety bond, or for 
a rider on a continuous surety bond, 
that is required to be submitted on or 
after June 1, 2005, notwithstanding any 
reference in this subpart to 15 percent 
as a basis for determining the amount 
of the bond, the amount of the bond or 
rider, as applicable, must be $50,000 or 
such amount as CMS specifies in ac-
cordance with paragraph (f) of this sec-
tion, whichever amount is greater. 

[63 FR 313, Jan. 5, 1998, as amended at 63 FR 
29655, June 1, 1998] 

§ 489.66 Additional requirements of 
the surety bond. 

The surety bond that an HHA obtains 
under this subpart must meet the fol-
lowing additional requirements: 

(a) The bond must guarantee that 
within 30 days of receiving written no-
tice from CMS of an unpaid claim or 
unpaid civil money penalty or assess-
ment, which notice contains sufficient 
evidence to establish the Surety’s li-
ability under the bond, the Surety will 
pay CMS, up to the stated amount of 
the bond— 

(1) The full amount of any unpaid 
claim, plus accrued interest, for which 
the HHA is responsible; and 

(2) The full amount of any unpaid 
civil money penalty or assessment im-
posed by CMS on the HHA, plus ac-
crued interest. 

(b) The bond must provide the fol-
lowing: 

(1) The Surety is liable for unpaid 
claims, unpaid civil money penalties, 
and unpaid assessments that are dis-
covered when the surety bond is in ef-
fect, regardless of when the payment, 
overpayment, or other event giving 
rise to the claim, civil money penalty, 
or assessment occurred, provided CMS 
makes a written demand for payment 
from the Surety during, or within 90 
days after, the term of the bond. 

(2) If the HHA fails to furnish a bond 
meeting the requirements of this sub-
part F for the year following expiration 
of the term of an annual bond, or if the 
HHA fails to submit a rider when a 
rider is required to be submitted under 
this subpart, or if the HHA’s provider 
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agreement is terminated, the last bond 
or rider, as applicable, submitted by 
the HHA to CMS, which bond or appli-
cable rider meets the requirements of 
this subpart, remains effective and the 
Surety remains liable for unpaid 
claims, civil money penalties, and as-
sessments that— 

(i) CMS determines or imposes on or 
asserts against the HHA based on over-
payments or other events that took 
place during or prior to the term of the 
last bond or rider; and 

(ii) Were determined or imposed dur-
ing the 2 years following the date the 
HHA failed to submit a bond or re-
quired rider or the date the HHA’s pro-
vider agreement is terminated, which-
ever is later. 

(c) The bond must provide that the 
Surety’s liability to CMS under the 
bond is not extinguished by any action 
of the HHA, the Surety, or CMS, in-
cluding but not necessarily limited to 
any of the following actions: 

(1) Action by the HHA or the Surety 
to terminate or limit the scope or term 
of the bond. The Surety’s liability may 
be extinguished, however, when— 

(i) The Surety furnishes CMS with 
notice of such action not later than 10 
days after receiving notice from the 
HHA of action by the HHA to termi-
nate or limit the scope of the bond, or 
not later than 60 days before the effec-
tive date of such action by the Surety; 
or 

(ii) The HHA furnishes CMS with a 
new bond that meets the requirements 
of this subpart. 

(2) The Surety’s failure to continue 
to meet the requirements of § 489.64(a) 
or CMS’s determination that the sur-
ety company is an unauthorized Surety 
under § 489.64(b). 

(3) Termination of the HHA’s pro-
vider agreement. 

(4) Any action by CMS to suspend, 
offset, or otherwise recover payments 
to the HHA. 

(5) Any action by the HHA to— 
(i) Cease operation; 
(ii) Sell or transfer any asset or own-

ership interest; 
(iii) File for bankruptcy; or 
(iv) Fail to pay the Surety. 
(6) Any fraud, misrepresentation, or 

negligence by the HHA in obtaining the 
surety bond or by the Surety (or by the 

Surety’s agent, if any) in issuing the 
surety bond, except that any fraud, 
misrepresentation, or negligence by 
the HHA in identifying to the Surety 
(or to the Surety’s agent) the amount 
of Medicare payments upon which the 
amount of the surety bond is deter-
mined will not cause the Surety’s li-
ability to CMS to exceed the amount of 
the bond. 

(7) The HHA’s failure to exercise 
available appeal rights under Medicare 
or to assign such rights to the Surety. 

(d) The bond must provide that ac-
tions under the bond may be brought 
by CMS or by CMS’s fiscal inter-
mediaries. 

(e) The bond must provide the Sure-
ty’s name, street address or post office 
box number, city, state, and zipcode to 
which the CMS notice provided for in 
paragraph (a) of this section is to be 
sent. 

[63 FR 313, Jan. 5, 1998, as amended at 63 FR 
29655, June 1, 1998] 

§ 489.67 Term and type of bond. 

(a) Each participating HHA that does 
not meet the criteria for waiver under 
§ 489.62 must submit to CMS in a form 
as CMS may specify, a surety bond for 
a term beginning January 1, 1998. If an 
annual bond is submitted for the initial 
term, it must be effective through the 
end of the HHA’s current fiscal year. 

(b) Type of bond. The type of bond re-
quired to be submitted by an HHA 
under this subpart may be either— 

(1) An annual bond (that is, a bond 
that specifies an effective annual pe-
riod corresponding to the HHA’s fiscal 
year); or 

(2) A continuous bond (that is, a bond 
that remains in full force and effect 
from term to term unless it is termi-
nated or canceled as provided for in the 
bond or as otherwise provided by law) 
that is updated by the Surety, via the 
issuance of a rider, for a particular fis-
cal year for which the bond amount has 
changed or will change. 

(c) HHA that seeks to become a partici-
pating HHA. (1) An HHA that seeks to 
become a participating HHA must sub-
mit a surety bond with its enrollment 
application (Form CMS–855, OMB num-
ber 0938–0685). The term of the initial 
surety bond must be effective from the 
effective date of provider agreement as 
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specified in § 489.13 of this part. How-
ever, if the effective date of the pro-
vider agreement is less than 30 days be-
fore the end of the HHA’s current fiscal 
year, the HHA may obtain a bond effec-
tive through the end of the next fiscal 
year, provided the amount of the bond 
is the greater of $75,000 or 20 percent of 
the amount determined from the com-
putation specified in § 489.65(c) as appli-
cable. 

(2) An HHA that seeks to become a 
participating HHA through the pur-
chase or transfer of assets or ownership 
interest of a participating or formerly 
participating HHA must also ensure 
that the surety bond is effective from 
the date of such purchase or transfer. 

(d) Change of ownership. An HHA that 
undergoes a change of ownership must 
submit the surety bond to CMS not 
later than the effective date of the 
change of ownership and the bond must 
be effective from the effective date of 
the change of ownership through the 
remainder of the HHA’s fiscal year. 

(e) Government-operated HHA that 
loses its waiver. A government-operated 
HHA that, as of January 1, 1998, meets 
the criteria for waiver under § 489.62 
but thereafter is determined by CMS to 
not meet such criteria, must submit a 
surety bond to CMS within 60 days 
after it receives notice from CMS that 
it no longer meets the criteria for 
waiver. 

(f) Change of Surety. An HHA that ob-
tains a replacement surety bond from a 
different Surety to cover the remaining 
term of a previously obtained bond 
must submit the new surety bond to 
CMS within 30 days of obtaining the 
bond from the new Surety. 

(Authority: Secs. 1102 and 1871 of the Social 
Security Act (42 U.S.C. 1302 and 1395hh)) 

[63 FR 315, Jan. 5, 1998, as amended at 63 FR 
10731, Mar. 4, 1998; 63 FR 29656, June 1, 1998; 
63 FR 41171, July 31, 1998] 

§ 489.68 Effect of failure to obtain, 
maintain, and timely file a surety 
bond. 

(a) The failure of a participating 
HHA to obtain, file timely, and main-
tain a surety bond in accordance with 
this subpart F and CMS’s instructions 
is sufficient under § 489.53(a)(1) for CMS 
to terminate the HHA’s provider agree-
ment. 

(b) The failure of an HHA seeking to 
become a participating HHA to obtain 
and file timely a surety bond in accord-
ance with this Subpart F and CMS’s in-
structions is sufficient under 
§ 489.12(a)(3) for CMS to refuse to enter 
into a provider agreement with the 
HHA. 

§ 489.69 Evidence of compliance. 

(a) CMS may at any time require an 
HHA to make a specific showing of 
being in compliance with the require-
ments of this Subpart F and may re-
quire the HHA to submit such addi-
tional evidence as CMS considers suffi-
cient to demonstrate the HHA’s com-
pliance. 

(b) If requested by CMS to do so, the 
failure of an HHA to timely furnish 
sufficient evidence to CMS to dem-
onstrate compliance with the require-
ments of this Subpart F is sufficient 
for CMS to terminate the HHA’s pro-
vider agreement under § 489.53(a)(1) or 
to refuse to enter into a provider agree-
ment with the HHA under § 489.12(a)(3), 
as applicable. 

§ 489.70 Effect of payment by the Sur-
ety. 

A Surety’s payment to CMS under a 
bond for an unpaid claim or an unpaid 
civil money penalty or assessment, 
constitutes— 

(a) Collection of the unpaid claim or 
unpaid civil money penalty or assess-
ment (to the extent the Surety’s pay-
ment on the bond covers such unpaid 
claim, civil money penalty, or assess-
ment); and 

(b) A basis for termination of the 
HHA’s provider agreement under 
§ 489.53(a)(1). 

§ 489.71 Surety’s standing to appeal 
Medicare determinations. 

A Surety has standing to appeal any 
matter that the HHA could appeal, pro-
vided the Surety satisfies all jurisdic-
tional and procedural requirements 
that would otherwise have applied to 
the HHA, and provided the HHA is not, 
itself, actively pursuing its appeal 
rights under this chapter, and provided 
further that, with respect to unpaid 
claims, the Surety has paid CMS all 
amounts owed to CMS by the HHA on 
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such unpaid claims, up to the amount 
of the bond. 

[63 FR 29656, June 1, 1998] 

§ 489.72 Effect of review reversing de-
termination. 

In the event a Surety has paid CMS 
on the basis of liability incurred under 
a bond obtained by an HHA under this 
subpart F, and to the extent the HHA 
that obtained such bond (or the Surety 
under § 489.71) is subsequently success-
ful in appealing the determination that 
was the basis of the unpaid claim or 
unpaid civil money penalty or assess-
ment that caused the Surety to pay 
CMS under the bond, CMS will refund 
to the Surety the amount the Surety 
paid to CMS to the extent such amount 
relates to the matter that was success-
fully appealed by the HHA (or by the 
Surety), provided all review, including 
judicial review, has been completed on 
such matter. Any additional amounts 
owing as a result of the appeal will be 
paid to the HHA. 

§ 489.73 Effect of conditions of pay-
ment. 

If a Surety has paid an amount to 
CMS on the basis of liability incurred 
under a bond obtained by an HHA 
under this subpart F, and CMS subse-
quently collects from the HHA, in 
whole or in part, on such unpaid claim, 
civil money penalty, or assessment 
that was the basis for the Surety’s li-
ability, CMS reimburses the Surety 
such amount as CMS collected from 
the HHA, up to the amount paid by the 
Surety to CMS, provided the Surety 
has no other liability to CMS under the 
bond. 

(Authority: Secs. 1102 and 1871 of the Social 
Security Act (42 U.S.C. 1302 and 1395hh)) 

[63 FR 29656, June 1, 1998] 

§ 489.74 Incorporation into existing 
provider agreements. 

The requirements of this subpart F 
are deemed to be incorporated into ex-
isting HHA provider agreements effec-
tive January 1, 1998. 

[63 FR 315, Jan. 5, 1998. Redesignated at 63 FR 
29656, June 1, 1998] 

Subparts G–H [Reserved] 

Subpart I—Advance Directives 

SOURCE: 57 FR 8203, Mar. 6, 1992, unless oth-
erwise noted. 

§ 489.100 Definition. 

For purposes of this part, advance di-
rective means a written instruction, 
such as a living will or durable power 
of attorney for health care, recognized 
under State law (whether statutory or 
as recognized by the courts of the 
State), relating to the provision of 
health care when the individual is inca-
pacitated. 

§ 489.102 Requirements for providers. 

(a) Hospitals, critical access hos-
pitals, skilled nursing facilities, nurs-
ing facilities, home health agencies, 
providers of home health care (and for 
Medicaid purposes, providers of per-
sonal care services), hospices, and reli-
gious nonmedical health care institu-
tions must maintain written policies 
and procedures concerning advance di-
rectives with respect to all adult indi-
viduals receiving medical care, or pa-
tient care in the case of a patient in a 
religious nonmedical health care insti-
tution, by or through the provider and 
are required to: 

(1) Provide written information to 
such individuals concerning— 

(i) An individual’s rights under State 
law (whether statutory or recognized 
by the courts of the State) to make de-
cisions concerning such medical care, 
including the right to accept or refuse 
medical or surgical treatment and the 
right to formulate, at the individual’s 
option, advance directives. Providers 
are permitted to contract with other 
entities to furnish this information but 
are still legally responsible for ensur-
ing that the requirements of this sec-
tion are met. Providers are to update 
and disseminate amended information 
as soon as possible, but no later than 90 
days from the effective date of the 
changes to State law; and 

(ii) The written policies of the pro-
vider or organization respecting the 
implementation of such rights, includ-
ing a clear and precise statement of 
limitation if the provider cannot im-
plement an advance directive on the 
basis of conscience. At a minimum, a 
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provider’s statement of limitation 
should: 

(A) Clarify any differences between 
institution-wide conscience objections 
and those that may be raised by indi-
vidual physicians; 

(B) Identify the state legal authority 
permitting such objection; and 

(C) Describe the range of medical 
conditions or procedures affected by 
the conscience objection. 

(2) Document in a prominent part of 
the individual’s current medical 
record, or patient care record in the 
case of an individual in a religious non-
medical health care institution, wheth-
er or not the individual has executed 
an advance directive; 

(3) Not condition the provision of 
care or otherwise discriminate against 
an individual based on whether or not 
the individual has executed an advance 
directive; 

(4) Ensure compliance with require-
ments of State law (whether statutory 
or recognized by the courts of the 
State) regarding advance directives. 
The provider must inform individuals 
that complaints concerning the ad-
vance directive requirements may be 
filed with the State survey and certifi-
cation agency; 

(5) Provide for education of staff con-
cerning its policies and procedures on 
advance directives; and 

(6) Provide for community education 
regarding issues concerning advance 
directives that may include material 
required in paragraph (a)(1) of this sec-
tion, either directly or in concert with 
other providers and organizations. Sep-
arate community education materials 
may be developed and used, at the dis-
cretion of providers. The same written 
materials do not have to be provided in 
all settings, but the material should 
define what constitutes an advance di-
rective, emphasizing that an advance 
directive is designed to enhance an in-
capacitated individual’s control over 
medical treatment, and describe appli-
cable State law concerning advance di-
rectives. A provider must be able to 
document its community education ef-
forts. 

(b) The information specified in para-
graph (a) of this section is furnished: 

(1) In the case of a hospital, at the 
time of the individual’s admission as 
an inpatient. 

(2) In the case of a skilled nursing fa-
cility at the time of the individual’s 
admission as a resident. 

(3)(i) In the case of a home health 
agency, in advance of the individual 
coming under the care of the agency. 
The HHA may furnish advance direc-
tives information to a patient at the 
time of the first home visit, as long as 
the information is furnished before 
care is provided. 

(ii) In the case of personal care serv-
ices, in advance of the individual com-
ing under the care of the personal care 
services provider. The personal care 
provider may furnish advance direc-
tives information to a patient at the 
time of the first home visit, as long as 
the information is furnished before 
care is provided. 

(4) In the case of a hospice program, 
at the time of initial receipt of hospice 
care by the individual from the pro-
gram. 

(c) The providers listed in paragraph 
(a) of this section— 

(1) Are not required to provide care 
that conflicts with an advance direc-
tive. 

(2) Are not required to implement an 
advance directive if, as a matter of 
conscience, the provider cannot imple-
ment an advance directive and State 
law allows any health care provider or 
any agent of such provider to conscien-
tiously object. 

(d) Prepaid or eligible organizations 
(as specified in sections 1833(a)(1)(A) 
and 1876(b) of the Act) must meet the 
requirements specified in § 417.436 of 
this chapter. 

(e) If an adult individual is incapaci-
tated at the time of admission or at 
the start of care and is unable to re-
ceive information (due to the incapaci-
tating conditions or a mental disorder) 
or articulate whether or not he or she 
has executed an advance directive, 
then the provider may give advance di-
rective information to the individual’s 
family or surrogate in the same man-
ner that it issues other materials about 
policies and procedures to the family of 
the incapacitated individual or to a 
surrogate or other concerned persons 
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in accordance with State law. The pro-
vider is not relieved of its obligation to 
provide this information to the indi-
vidual once he or she is no longer inca-
pacitated or unable to receive such in-
formation. Follow-up procedures must 
be in place to provide the information 
to the individual directly at the appro-
priate time. 

[57 FR 8203, Mar. 6, 1992, as amended at 59 FR 
45403, Sept. 1, 1994; 60 FR 33294, June 27, 1995; 
62 FR 46037, Aug. 29, 1997; 64 FR 67052, Nov. 30, 
1999; 68 FR 66720, Nov. 28, 2003] 

§ 489.104 Effective dates. 

These provisions apply to services 
furnished on or after December 1, 1991 
payments made under section 
1833(a)(1)(A) of the Act on or after De-
cember 1, 1991, and contracts effective 
on or after December 1, 1991. 

PART 491—CERTIFICATION OF 
CERTAIN HEALTH FACILITIES 

Subpart A—Rural Health Clinics: Conditions 
for Certification; and FQHCs Conditions 
for Coverage 

Sec. 
491.1 Purpose and scope. 
491.2 Definitions. 
491.3 Certification procedures. 
491.4 Compliance with Federal, State and 

local laws. 
491.5 Location of clinic. 
491.6 Physical plant and environment. 
491.7 Organizational structure. 
491.8 Staffing and staff responsibilities. 
491.9 Provision of services. 
491.10 Patient health records. 
491.11 Program evaluation. 

AUTHORITY: Sec. 1102 of the Social Security 
Act (42 U.S.C. 1302); and sec. 353 of the Public 
Health Service Act (42 U.S.C. 263a). 

Subpart A—Rural Health Clinics: 
Conditions for Certification; 
and FQHCs Conditions for 
Coverage 

§ 491.1 Purpose and scope. 

This subpart sets forth the condi-
tions that rural health clinics or 
FQHCs must meet in order to qualify 
for reimbursement under Medicare 
(title XVIII of the Social Security Act) 
and that rural health clinics must 
meet in order to qualify for reimburse-

ment under Medicaid (title XIX of the 
Act). 

[57 FR 24982, June 12, 1992] 

§ 491.2 Definitions. 

As used in this subpart, unless the 
context indicates otherwise: 

Direct services means services pro-
vided by the clinic’s staff. 

FQHC means an entity as defined in 
§ 405.2401(b). 

Nurse practitioner means a registered 
professional nurse who is currently li-
censed to practice in the State, who 
meets the State’s requirements gov-
erning the qualifications of nurse prac-
titioners, and who meets one of the fol-
lowing conditions: 

(1) Is currently certified as a primary 
care nurse practitioner by the Amer-
ican Nurses’ Association or by the Na-
tional Board of Pediatric Nurse Practi-
tioners and Associates; or 

(2) Has satisfactorily completed a 
formal 1 academic year educational 
program that: 

(i) Prepares registered nurses to per-
form an expanded role in the delivery 
of primary care; 

(ii) Includes at least 4 months (in the 
aggregate) of classroom instruction 
and a component of supervised clinical 
practice; and 

(iii) Awards a degree, diploma, or cer-
tificate to persons who successfully 
complete the program; or 

(3) Has successfully completed a for-
mal educational program (for pre-
paring registered nurses to perform an 
expanded role in the delivery of pri-
mary care) that does not meet the re-
quirements of paragraph (2) of this def-
inition, and has been performing an ex-
panded role in the delivery of primary 
care for a total of 12 months during the 
18-month period immediately preceding 
the effective date of this subpart. 

Physician means a doctor of medicine 
or osteopathy legally authorized to 
practice medicine or surgery in the 
State. 

Physician assistant means a person 
who meets the applicable State re-
quirements governing the qualifica-
tions for assistants to primary care 
physicians, and who meets at least one 
of the following conditions: 

(1) Is currently certified by the Na-
tional Commission on Certification of 
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